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" used m'pharmasgutrcal products. As a leader in our field, :

. _F-.{ve;qre dedicated to the development and commercialization
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e o

'(", . of oi)r‘ proprietary nanoparticie technology for use in
therapeutic iron compounds to treat anemia, as well as
novel imaging agents to aid in the diagnosis of cancer.

For more information about us please visit our web site at

www.advancedmagnetics.com.
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DEAR SHAREHOLDER: BERLS

This past year has been a pivotal one for Advanced Magnetics as we began to
complete our Phase |l clinical program and prepare|for the potential commercialization
of our key developmental stage product, ferumoxyt'ol as an intravenous (IV) iron
replacement therapeutic. Our accomplishments during the year, including the hiring

of a strong and experienced management team, moving to the NASDAQ Global Market,
consummating two successful financings, and completing enrollment in three of our
four Phase Il ferumoxytol trials, have put usin a strong position to take advantage of
the opportunities ahead. Enti s

As we have stated in our recent shareholder letters/ ferumoxytol presents us with

a unique opportunity to penetrate an establi%ﬁhed'ar:i'd‘g’rowing IV iron replacement
therapeutic market with a product that we belleve has significant clinical advantages
over existing products for anemic chronic. kldney dlsease (CKD) patients, whether or
not on dialysis.

In November 2006, we presented positive g_esultsJi‘rom the first of our completed Phase
Il efficacy and safety studies of ferumoxytol in norq dialysis-dependent CKD patients at
the American Society of Nephrology's 2008 Annual |[Meeting. The study demonstrated a
statistically significant achievement of all the primary and secondary efficacy endpoints.
In addition, our independent Data Monitoring Committee has met four times to date,
reviewed the cumulative safety data, and identified no safety concerns in our Phase Il|
clinical trials to date. While we are cautiously optimistic about the results we announced
in Novermnber, we believe that it is prudent not to place too much significance on the
results of this one study, as the results of a sirigle trial may not predict results of other
studies. As we conclude the analysis of data fr.drn additional completed studies, we

will work with our Clinical Studies Steering Committee, which has oversight of the
publications from the Phase Il studies, and our Scuentlﬂc Advisory Board to determine
when data will become available and be presented to you, our shareholders, as well as
to the scientific and investment communities.

As we write this letter to you, three of our four Phase III studaes for ferumoxytol have
completed enrollment. We currently plan to complete enrollment in the remaining
study, a multi-center efficacy and safety study in hémodlalysm dependent CKD
patients, by the end of the first quarter of calendar year 2007. Based on our current
estimates of the timing of completion of the remalnlng study and our efforts to prepare
and finalize the New Drug Application (NDA), we art‘e planning to submit the NDA for
ferumoxytol as an IV iron replacement therape‘utic to the U.S. Food and Drug
Administration (FDA) during the second half of cale_'}ldar 2007.

As part-of the next phase of our corporate evolution, we completed a management
succession plan. In November 2005, we named ane of our Directors, Brian J.G. Pereira,
MD, as President of the company, and in Noyerﬁber 2006, we announced that Dr. Pereira
had been elevated to the position of Chief Executive Officer and President of the
company. Dr. Pereira, a nationally-recognized expert{on kidney disease and nephrology,
came to us from the Chief Executive role at the New England Health Care Foundation,
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gland-Medical’Center.:He is also a-past President of the National
il i T R,
art,ofsthe.succession: planzlerome Goldstein, the Chairman of the Board,
R N e L I . :
er-of, Advanced,Magnetics; was appointed Executive Chairman.
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‘ In, preparation.for,thie‘poténtial-launch of ferumoxytol, we made several changes to the Board of
Al I Sl AT G e ) .
Director bolstersthe,de ,th.,gnd..breadthiof our-experience in-pharmaceutical product launch and
. i SR DAL Pt Lal L Ler DY

Setd p
cﬁ’r‘f'i’r'ﬁ‘éf((;‘%i‘z'g MOgembeﬁ}OpBrRoq"_Zw‘anz!ger.' Chairman and Chief Executive Officer of
In\?’e’l:més'Med'icaI:[nné’\?’ati‘o‘ns’,’,‘l’ncf‘ahdtMichael Narachi, Chairman of Naryx Pharma, Inc,, joined the
O i T A .. .
Béard,:ands;in"December 2006-we announced the addition of Davey 5. Scoon, CPA, non-executive

T .
Ggﬁﬁgtpgﬁgﬁg;ﬁpw@éftors of Tufts Health Plan, to our Board. At the same time, we announced
' that?EEiWafde;ROBerfts,jF’hD,_‘Thebdore I. Steinman, MD and Sheldon L Bloch, three long-standing

o,

j T e T T ) . . .
m‘éfnberSfof’OU[ Board, would be departing. Prof. Roberts has served as a director since the founding
et T L oy .
of-the cormpany-in 1981. We thank them for many years of loyal service.

P o T .

e

’éi#f\f\[ér?ﬁé‘ye also strengthened our executive team with the addition of several individuals as we began
74“/pir_épa'ring for the launch and commercialization of ferumoxytol. Louis Brenner, MD, joined us as Senior
- Vice President for the ferumoxytol program and has assumed responsibility for building a Medical

Affairs team, the ferumoxytol NDA submission and the overall success of the ferumoxytol program.
Dr. Brenner came ta our team from the Renal and Transplantation Units of Genzyme Corporation.
Mochammed A. Salemn, PhD, was appointed Vice President of Requlatory Affairs. He held the same
position at Fresenius Biotech North America before joining us. Our imaging team was strengthened
by the addition of Gerald L. Wolf, MD as Vice President of Imaging. Dr. Wolf, a world-renowned
radiologist, is leading our Combidex® team and the development strategy for ferumoxytol as an imaging
agent. Finally, we took the first step toward building an internal sales and marketing function with the
addition of Timothy G. Healey as Senior Vice President of Commerical Operations in early December
20086. Tim joined us from Sepracor, Inc., where he led one of the most successful pharmaceutical
launches in history with Lunesta®.

We have also made other moves to strengthen the company. In June, we began trading on the NASDAQ

| Global Market system under the symbol "AMAG.” We believe that the move has not only provided more
recognition for the company in the investment community, but has also created more liquidity and
a more transparent marketplace for the trading of your shares. We also completed a $33.8 million
financing in March 2006 and launched a $130-$150 million public offering of common stock in
December 2006.

We believe that the past year has put us in a stronger position to complete the work to file the
ferumoxytol NDA and gear up for the commercialization of ferumoxytol as an |V iron replacement
therapeutic. We will focus our efforts during this coming year on the considerable efforts required
to complete and file the NDA and position curselves for the commercial launch of ferumoxytol.

As for Combidex”, our investigational functional molecular imaging agent to aid in the differentiation
of normal and metastatic lymph nodes, we are working on the potential submission to the FDA of

. an additional Phase Il study sponsored by our European partner, Guerbet. We hope that this study
in patients with pelvic cancer, including prostate, bladder, cervical and uterus cancer, will address the
concerns raised in the FDA's March 2005 approvable letter. We plan to announce our strategy for
responding to the FDA during calendar 2007.




In conclusion, we have a clear view of the tasks and opportunities that lie ahead for
the company. We will continue to work toward achieving the ambitious goals that
we have outlined, and we expect to be able to report our progress to you throughout
the coming year.

Sincerely,

S06LE S Son

Brian J.G. Pereira, MD Jerome Goldstein
Chief Executive Officer and President Executive Chairman and Treasurer

Magnetics fnc

NASDAQ Listed (WHAGI

© Copyright 2006, The Nasdag Stock Market, Inc. Reprinted with germission.

This document contains forward-looking statements within the meoning of the Private Securities Litigotion
Reform Act of 1995 and federal securities fows. Any statements contained herein that do not describe historicol
facts, including but not limited to, statements regording our ability to take odvontoge of the opportunities
ahead, the opportunity for us to penetrate the IV iron replocement theropeutic market, the growth of that
market, the potential clinical advantages of ferumoxytol over existing products, our planned enroliment
completion date for our remaining Fhase 1l study in hemodialysis-dependent CKD patients, our planned
submission date for the ferumoxytol NDA, statements regarding the patential lounch and commerciglization
of ferumoxytol, and the timing of our potential announcement of our Combidex” strategy. are forward-looking
statements that involve risks and uncertainties thot could cause octual results to differ materially from those
discussed in such forward-looking statements. Such risks ond uncertainties include the following: (1) the
possitility that we may not be abie to successfully complete the clinical development of ferumoxytol, or moy
not be able to complete the development in a timely or cost-effective manner, due to the failure of our trials
to demonstrate that ferumoxytol is safe and efficacious, the timing of enrolliment of patients in the Phase 1
studies, unexpected results from our clinical sites, inadequate performance by third-party service praviders,
deficiencies in the design or oversight by us of these trials, or eny other factor cousing an increase in expenses,
a delay and/or o negative effect on the results of the clinicol studies for ferumoxytol; (2) uncertainties surrounding
the clinical development of ferumoxytol and our ability to obtoin regulatery approval for ferumoxytol from the
FDA; (3} the possibility that the results of past ferumoxytol studies may not be replicated in future studies; (4)
the foct that we lack soles and marketing experience; (5} the possibility that we may not be able to timely or
cost-effectively resolve the questions raised by the FDA and satisfy the conditions specified for approvol of
Combidex; {6) the possibility that we may not be able to raise odditional capitel on terms ond on @ timeframe
acceptable to us, if at all; (7) uncertainties refating to our patents and proprietary rights; and (8} other risks
identified in our Securities and Exchonge Commission filings, We caution you not to place undue relionce on
any forward-looking statements which speak only as of the dote they are made, We disclaim any abligation

to publicly update or revise any such statements to reflect any change in expectations or in events, conditions
or circumstances on which ony such statermnents maoy be based, or that may affect the likelihood thot octual
results will differ from those set forth in the forward-looking statements.
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Z - - joined the Board in 2006

Mark Skaletsky
Chairman and CEO

Trine Pharmaceuticals, Inc.
Three years as a Director

Ron Zwanziger

Chairman and CEQ

Inverness Medical Innovations, Inc,
Joined the Board in 2006
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“>Chief Executive Officer and President

-~ Two years with the Company

-“"_ Michael-N. Avallone, CPA

.-~ Chief Financial Officer and

"2 \ice President of Finance

Two years with the Company

Louis Brenner, MD
Senior Vice President
Joined the Cormnpany in 2006

Timothy G. Healey
Senior Vice President of Commercial Operations
Joined the Company in 2006

Terri L. Clark
Vice President of Clinical Affairs
Two years with the Company

Joseph L. Farmer

General Counsel and

Vice President of Legal Affairs
Two years with the Company

Dennis R. Lawler
Vice President of Quality Control
Eighteen years with the Company

Jerome M. Lewis, PhD
Vice President of Scientific Operations
Twenty-one years with the Company

Mohammed A. Salem, PhD, RAC
Vice President of Regulatory Affairs
Joined the Company in 2006

Gerald L. Wolf, PhD, MD
Vice President of Imaging
Joined the Company in 2006

TRANSFER AGENT AND REGISTRAR
American Stock Transfer & Trust Co.
40 Wall Street, 46™ Floor

New York, New York 10005

STOCK TRADING INFORMATION

Advanced Magnetics, Inc, shares are traded |
on the NASDAQ Global Market system under
the symbol "AMAG",

ANNUAL MEETING OF SHAREHOLDERS

The Annual Shareholder's Meeting of Advanced
Magnetics, Inc. will be held Tuesday, February 6,
2007 at 10:00 a.m. at our executive offices, 125
CambridgePark Drive, 6th Floor, Cambridge, MA
02140. Notice of the meeting and proxy statements
will be mailed to shareholders in advance of

the meeting.
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PART 1

Exce'pt for the historical information contained herein, the matters discussed in this Annual Report on
Form 10-K may be deemed to be forward-looking statements that involve risks and uncertainties. We make such
Jorward-lpoking statements pursuant io the safe harbor provisions of the Private Securities Litigation Reform
Act of 1995 and federal securities laws. In this Annual Report on Form 10-K, words such as “may,” “will,”

“expects, " “intends,” and similar expressions (as well as other words or expressions referencing future events,
cona'mon_; or circumstances) are intended to identify forward-looking statements. Our actual results and the
timing of certain events may differ materially from the results discussed, projected, anticipated or indicated in
any forward-looking statements. Any forward-looking statement should be considered in light of factors
discussed in Part I, Item 1A below under “RISK FACTORS” and elsewhere in this Annual Report on
Form 10- K We caution readers not to place undue reliance on any such forward-looking statements, which
speak only as of the date they are made. We disclaim any obligation, except as specifically required by law and
the rules of the United States Securities and Exchange Commission, or SEC, to publicly update or revise any
such stat@menrs to reflect any change in company expectations or in events, conditions or circumstances on
which any such statements may be based, or that may affect the likelihood that actual results will differ from
those set forth in the forward-looking statements.

ITEM 1. BUSINESS:
Companjf Overview

Advanced Magnetics, Inc. was incorporated in Delaware in November 1981 and is a developer of
superparamagnetic iron oxide nanoparticles used in pharmaceutical products. We are dedicated to the
development and commercialization of our proprietary nanoparticle technology for use in therapeutic iron
compounds to treat anemia, as well as riovel imaging agents to aid in the diagnosis of cancer and
cardiovascular disease. We have two approved products, Feridex 1.V.® and GastroMARK®, and two
product candidates, ferumoxytol and Combidex®.

Feru:moxytol, the key product in our development pipeline, is in Phase 1II multi-center clinical trials
for use as an intravenous, or IV, iron replacement therapeutic in chronic kidney disease patients, whether
or not on:dialysis. We have completed enrollment in three of our four pivotal Phase III clinical studies for
ferumoxytol as an IV iron replacement therapeutic. Two of the studies in which enrollment is complete
were identical efficacy and safety studies each of which enrolled 304 non-dialysis-dependent chronic kidney
disease, or NDD-CKD, patients comparing two doses of 510 mg ferumoxytol to oral iron. The other
completed study was a safety study in 750 NDD-CKD and dialysis-dependent chronic kidney disease, or
DD-CKD, patients comparing a single dose of 510 mg ferumoxyto! to placebo. Enrollment in the
remaining study, a multi-center efficacy and safety study in hemodialysis-dependent chronic kidney
disease, or HD-CKD, patients, is currently planned to be completed by the end of the first quarter of
calendar year 2007. Based on our current estimates of the timing of completion of the HD-CKD study and
our efforts to prepare and finalize the submission of the New Drug Application, or NDA, for ferumoxytol,
we currently plan to submit the NDA for ferumoxytol as an [V iron replacement therapeutic to the
U.S. Fooitll and Drug Administration, o7 FDA, during the second half of calendar 2007.

In November 2006 we presented positive results from the first of our completed NDD-CKD studies at
the American Society of Nephrology’s Renal Week 2006 Annual Meeting. The study demonstrated a
statistically significant achievement of the primary and secondary efficacy endpoints of the study. For the
primary endpoint, patients receiving ferumoxytol were tested on the 35™ day after they received the drug
and were found to have had a significantly greater mean increase in hemoglobin compared to patients in
the oral iron group. For the secondary endpoints, a significantly higher proportion of patients receiving
ferumoxytol achieved an increase in hemoglobin of greater than or equal to 1 gram/d] on the 35th day after
they received the drug and a significantly greater increase in serum ferritin on the 21st day after receiving
the drug compared to patients receiving oral iron in the study. Additionally, all primary and secondary
efficacy endpoints were statistically significant in both patients on erythropoeisis stimulating proteins, or



L

ESPs, and those not on ESPs. In this study, adverse events occurred in 52.0% of oral iron patients
compared to 35.5% of ferumoxytol patients. Similarly, drug-related adverse events occurred in 24.0% of

" oral iron patients compared to 10.6% of ferumoxytol patients. There were no drug-related serious adverse

events in either group. We are working with our Clinical Studies Steering Committee, which has oversight
of the publications from the Phase 111 studies, and our Scientific Advisory Board, to determine when data
from the additional completed studies will become available and be presented to the scientific and
investment communities. '

Combidex, our other product under development, is an investigational functional molecular imaging
agent consisting of iron oxide nanoparticles for use in conjunction with magnetic resonance imaging, or
MRI, to aid in the differentiation of cancerous from normal lymph nodes. In March 20035, we received an
approvable letter from the FDA with respect to Combidex, subject to certain conditions. We are working
with our European partner, Guerbet SA, or Guerbet, on the potential presentation to the FDA of
additional data from a Phase 111 study sponsored by Guerbet in patients with pelvic cancers, including
prostate, bladder, cervical and uterus cancer, which we hope will address the concerns raised in the
March 2005 approvable letter. We hope to be able to announce our strategy for responding to the
March 2005 approvable letter during calendar 2007. However, until our evaluation of the additional data
from Guerbet is complete and we meet with the FDA to discuss our intended response to the March 2005
approvable letter, we cannot predict with certainty the timing or likelihood of our ability to satisfy the
conditions specified by the FDA for approval of Combidex. Due to our limited resources and the priority
we are placing on completion of the Phase I1I development program for ferumoxytol as an iron
replacement therapeutic, we do not currently intend to sponsor additional clinical studies for Combidex.

Feridex I.V., our liver contrast agent, is currently approved and marketed in Europe, the United States
and other countries. GastroMARK, our oral contrast agent used for delineating the bowel in MRI, is also
approved and marketed in Europe, the United States and other countries.

From 1991 to June 26, 2006, our common stock was traded on the American Stock Exchange under
the trading symbol “AVM.” As of June 27, 2006, our common stock began tradmg on the NASDAQ
Global Market under the trading symbol “AMAG.”

Our Core Technology

Our core technology is based on the characteristic properties of extremely small, coated
superparamagnetic iron oxide nanoparticles. Our core competencies include the ability to design such
nanoparticles for particular applications, to manufacture the nanoparticles in controlled sizes and to cover -
the nanoparticles with different coatings depending upon the application for which they will be used. Our
technology and expertise enable us to synthesize, sterilize and stabilize these iron oxide nanoparticles in a
manner necessary for use in pharmaceutical products such as iron replacement therapeutics and MRI
contrast agents.

Our iron oxide nanoparticles are composed of bioavailable iron that is easily absorbed by the body and
incorporated into the body’s iron stores. As a result, products using our core technology are well suited for
use in 1V iron replacement therapy. Additionally, the superparamagnetic characteristic of our products
results in nanoparticles that become strongly magnetic when placed in a magnetic field, but lose their
magnetism once the field is removed. Therefore, use of our nanoparticles results in magnetic resonance
images that i increase the information available to the reviewing physicians. Our rights to our technology are
derived from and/or protected by license agreements, patents, patent applications and trade secret
protections. See “Patents and Trade Secrets.”
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Thelfollowmg table summarizes applications and potential applications of our products and product

candidates, the names of our principal marketing partners, the current U.S. and foreign status for each of
our product candidates and the primary markets for our approved products.

Product Applications Marketing Partners U.S. Status Foreign Status

ferumoxytol Intravenous iron None Enrollment in three Nene
i replacement therapy Phase Il clinical trials
‘ completed. One Phase I1I
. clinical trial ongoing.
‘ MRI contrast agent Cytogen Corporation Exploratory Phase 11 None
i (United States) for oncology clinical trials completed
imaging applications onty
Combidex | Differentiation of Cytogen Corporation Received approvable Dossier being
i cancerous from normal  (United States), Guerbet letter from FDA in prepared for
lymph nodes (various countries in the March 2005 submission to the
European Union, South EMEA by our
America, the Middle East, European partner
Southeast Asia, Africa, Mexico,
and eastern Europe); and
|’ . TacJoon (South Korea)
Feridex LV Diagnosis of liver Berlex Laboratories, Inc. Approved and marketed  Approved and
. [ lesions (United States), Eiken marketed in
; Chemical Co., Lid. (Japan)*, Japan* and most
' Guerbet (various countries in European Union
! the European Union, South countries
[ America, the Middle East,
‘! Southeast Asia, South Africa
g and eastern Europe) _
GastroMARK Delineating the bowel ~ Mallinckrodt, Ine. Approved and marketed  Approved and
i in abdominal imaging  (United States), Guerbet marketed in
E {various countries in the several European
\ European Union, South Union countries

!! America, the Middle East,
i Southeast Asia, Africa and
i . castern Europe)

Eikeﬂ Chemical Co., Lid., or Eiken, informed us in 2005 of its desire to terminate its existing supply and marketing agreement
with i s with respect to Ferrdf,x LV, due to increased competition and limited sales of the product in Japan. With our permission,
E1ken has begun the process of withdrawing Feridex 1.V, as an approved product in Japan with the appropriate regulatory
aulhormcs We expect the withdrawal and the termination of our supply and markclmg agreement with Eiken to take effect in
early calendar year 2007.

For' a discussion of the substantive regulatory requirements applicable to the development process,
1 . . 1
see “Government Regulation and Reimbursement.”
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_ Ferumoxytol as an Iron Replacement Therapeutic

Overvzew

v l_'rpn replacement therapy plays a major role, along with erythropoietin, a hormone produced in the
kidneys that stimulates red blood cell production, in treating certain types of chronic anemia in patients
suffering from chronic kidney disease, also referred to as CKD, or Kidney failure, as well as in many |
patients receiving chemotherapy. According to the United States Renal Data System, or USRDS, there
were 335,963 CKD patlents on dialysis in the United States on December 31, 2004. Over 90% of these
CKD dlalys1s patients receive intravenous iron as part of managing their anemia. Additionally, according
to the National Kidney Foundation’s Kidney Disease Outcomes Quality Initiative, or KDOQI, there are
approx1mately 8 million people in the United States suffering from moderate (Stage 3) or severe (Stage 4)
CKD who are not yet on dialysis. Among these patients, more than 1.5 million have anemia according to



extrapolation of data analyzed from a large health management organization. Data presented at the
National Kidney Foundation Meeting in 2006 showed that 38% of anemic patients with Stage 3 or 4 CKD

had evidence of absolute iron deficiency and would therefore benefit from receiving intravenous iron.

Chronic Kidney Disease and Anemia

Diseased kidneys do not produce enough erythropoietin to stimulate sufficient production of red
blood cells to meet the body’s needs. Consequently, people with CKD often develop anemia. To increase
red blood cell production, anemic CKD patients are given recombinant erythropoietin therapy, which in
turn increases their need for iron. Long-term use of erythropoietin therapy causes the body to
progressively deplete its iron stores to meet this increased need for iron. As a result, the majority of these
CKD patients eventually develop iron deficiency anemia and require iron replacement therapy. In
addition, when iron stores become too low, erythropoietin therapy becomes less effective in treating
anemia. Iron deficiency is often worse in hemodialysis patients due to blood loss in the dialysis procedure,
multiple hospitalizations and interventional procedures or gastrointestinal bleeding.

Ferumonytol and the Treatment of Chronic Anemia

The National Kidney Foundation’s KDOQI guidelines recommend starting CKD patients who need
iron on oral iron supplements as a first-line treatment for iron deficiency anemia. For most patients
receiving erythropoietin, oral iron supplements do not adequately replenish the body’s iron stores. Oral
iron supplements are not absorbed well by the gastrointestinal tract and can often have unpleasant side
effects, such as constipation, diarrhea and cramping that cause people to stop taking the iron supplements.
IV iron replacement therapeutics allow greater amounts of iron to be provided to patients whose iron
stores have been severely depleted while avoiding the side effects associated with oral iron supplements.
However, there are certain adverse reactions and side effects associated with IV iron replacement
therapeutics that may make such products less safe than oral iron.

If approved by the FDA, we believe ferumoxytol would be an effective iron replacement therapy for
CKD patients, whether or not on dialysis. Clinical studies to date show that ferumoxytol has greater
flexibility in both the time required for administration and the amount of iron that can be given to a patient
in a single administration as compared to IV iron replacement therapeutics currently on the market in the
United States.

We have completed enrollment in three of our four pivotal Phase I11 clinical studies for ferumoxytol
as an 1V iron replacement therapeutic. Two of the studies in which enrollment is complete were identical
efficacy and safety studies each of which enrolled 304 NDD-CKD patients comparing two doses of 510 mg
ferumoxytol to oral iron. The other completed study was a safety study in 750 NDD-CKD and DD-CKD,
patients comparing a single dose of 510 mg ferumoxytol to placebo. Enrollment in the remaining study, a
multi-center efficacy and safety study in HD-CKD patients, is currently planned to be completed by the
end of the first quarter of calendar year 2007. Based on cur current estimates of the timing of completion
of the HD-CKD study and our efforts to prepare and finalize the submission of the NDA for ferumoxytol,
we currently plan to submit the NDA for ferumoxytol as an IV iron replacement therapeutic to the FDA
during the second half of calendar 2007.

In November 2006 we presented positive results from the first of our completed NDD-CKD studies at
the American Society of Nephrology's Renal Week 2006 Annual Meeting. The study demonstrated a
statistically significant achicvement of the primary and secondary efficacy endpoints of the study. For the
primary endpoint, patients receiving ferumoxytol were tested on the 35™ day after they received the drug
and were found to have had a significantly greater mean increase in hemoglobin compared to patients in
the oral iron group. For the secondary endpoints, a significantly higher proportion of patients receiving
ferumoxytol achieved an increase in hemoglabin of greater than or equal to 1 gram/dl on the 35th day after
they received the drug and a significantly greater increase in serum ferritin on the 21st day after receiving
the drug compared to patients receiving oral iron in the study. Additionally, all primary and secondary




efficacy endpomts were statistically significant in both patients on erythropoeisis stimulating proteins, or
ESPs, and those not on ESPs. In this study, adverse events occurred in 52.0% of oral iron patients
compared to 35.5% of ferumoxytol patients. Similarly, drug-related adverse events occurred in 24.0% of
orali lI’OIl patients compared to 10.6% of ferumoxytol patients. There were no drug-related serious adverse
events in either group. We are working with our Clinical Studies Steering Committee, which has oversight
of the qullcatlons from the Phase I1I studies, and our Scientific Advisory Board, 10 determine when data
from the additional completed studies will become available and be presented to the scientific and
investme‘m communities,

Weudo not currently have a marketing partner for ferumoxyto! as an 1V iron replacement therapeutic.
In order, lo achieve commercial success for ferumoxytol as an IV iron replacement therapeutic, we will
have to elther develop our own internal marketing and sales department, including a direct sales force,
enter mto a collaborative arrangement with a third party or parties to market and sell ferumoxytol, or
otherW|se contract for these services with a third party. If we market and sell ferumoxytol ourselves, we
may not be able to successfully recruit and retain the qualified marketing and sales personnel that would
be necessary to market and sell ferumoxytol.

u

The Ro]e of Combidex in Contrast-Enhanced MRI

MR] is a non-invasive method used to visualize internal structures, abnormalities or anatomical
changes in order to diagnose disease and injury. Imaging agents play a significant role in improving the
quality of diagnostic images by increasing the contrast between different internal structures or types of
tissues m various disease states. Combidex is an investigational functional molecular imaging agent that
locallzes ito and causes contrast enhancement of normal lymph nodes. Clinical trials have demonstrated
that MRI exams of lymph nodes using Combidex as part of staging cancer provide increased accuracy in the
evaluatlon of lymph nodes as cancerous or normal, which we believe will allow for a safe, cost- -effective way
to lmprove patient diagnosis and staging. There are no MRI agents designed specifically for imaging lymph
nodes CL%rrren[ly on the market.

Mar;jy different types of cancers can spread to the lymph nodes, particularly prostate and breast
cancer. According to the American Cancer Society 2006 Cancer Facts and Figures, nearly 1 million new
cases of cancer that could spread to the lymph nodes will have been diagnosed during 2006. Lymph node
imaging plays an important role in staging patients and determining appropriate patient management.
There are currently no available non-invasive methods for distinguishing between lymph nodes enlarged by
the infiltration of cancerous cells as opposed to inflammation. The modalities currently used for imaging
lymph nodes include computed tomography, or CT, MRI without contrast, ultrasound and positron
emission’ 'tomography, or PET, alone or in combination with CT. Except for PET/CT, these imaging
modalltles cannot distinguish between nodes enlarged due to inflammation and enlarged cancerous nodes,
Nor can they identify cancerous nodes that are not enlarged. Therefore, the current practice is to assume
that enlarged nodes (typically greater than ten millimeters in size) are cancerous and to perform a biopsy
to establish their true status. PET relies on the increased metabolism often found in cancerous tissue, but
generall)!% cannot detect lesions less than 8-10 mm and often falsely suggests cancer in other conditions with
increased metabolic activity, for example, infection. We have demonstrated in clinical studies that
Combidex only accumulates in normal lymph node tissue and can therefore facilitate differentiation
between'cancerous nodes and normal nodes. We believe that Combidex will enable doctors using MRI to
improve diagnostic confidence in differentiating between normal and cancerous lymph nodes, irrespective
of node size.

We have granted exclusive rights to market and sell Combidex in the United States to Cytogen
Corporaiion, or Cytogen, and to Guerbet in various countries in the European Union, or EU, South
America; the Middle East, Southeast Asia, Africa, Mexico and eastern Europe under the tradename
Sinerem;* and TaeJoon in South Korea. See “Licensing, Marketing and Supply Arrangements.”
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The Role of Ferumoxytol in Contrast-Enhanced MRI

As a blood pool agent with a loeng blood half-life as compared to currently approved MRI contrast
agents, ferumoxytol may be useful as a contrast agent in a wide range of applications in MRI. We have
completed exploratory Phase Il clinical studies for use of ferumoxytol in contrast-enhanced magnetic
resonance angiography, or MRA, a type of MRI. However, given our limited resources and the priority we
are placing on completion of the development program for ferumoxytol as an iron replacement
therapeutic, it is unlikely that we will advance the ferumoxytol MRI program in the near future.

We have granted exclusive rights to market-ferumoxytol, for oncology imaging applications only, in
the United States to Cytogen, although no such clinicatl applications are currently planned or
contemplated. We do not currently have a marketing partner for ferumoxytol in MRA or non-oncology
MRI applications. See “Licensing, Marketing and Supply Arrangements.”

Feridex LV.

Several types of cancer can spread to the liver. The ability to identify metastatic tumors in the liver
plays a key role in staging patients and determining appropriate patient management. Diagnosis of
metastases in the liver at an early stage can be difficult because small tumors are frequently not
accompanied by detectable physical symptoms. We believe that contrast-enhanced MRI exams using
Feridex 1.V. enable the imaging of liver lesions that may not be visible with other modalities used for liver
imaging.

Feridex I.V. was approved by the FDA in August 1996. Berlex Laboratories, Inc., or Berlex, our
exclusive U.S. marketing partner for Feridex I.V., has been marketing Feridex 1.V. in the United States since
October 1996. Feridex IV, was approved in August 1994 by the European Union’s Committee for
Proprietary Medicinal Products and most of the member states of the EU have since issued local approvals
to market the product. Guerbet has been marketing the product on an exclusive basis in Europe since late
1994, and subsequently acquired the rights to market the product in several other countries under the
tradename Endorem™. Eiken received regulatory approval to market Feridex LV, in Japan in July 1997 and
marketed the product on an exclusive basis in Japan since September 1997 through its affiliate Tanabe
Seiyaku, Ltd. In 2005, Eiken informed us of its desire to terminate its existing supply and marketing
agreement with us with respect to Feridex [.V. due to increased competition and limited sales of the
product in Japan. With our permission, Eiken began the process of withdrawing Feridex {.V. as an
approved product in Japan. We expect the withdrawal and the termination of our supply and marketing
agreement with Eiken to take effect in early calendar year 2007. See “Licensing, Marketing and Supply
Arrangements.”

GastroMARK

Images of organs and tissues in the abdomen using MRI without contrast agents can be difftcult to
read because the abdominal organs and tissues cannot be easily distinguished from the loops of the bowel.
GastroMARK, our oral contrast agent for delineating of the bowel, flows through and darkens the bowel
when ingested. By more clearly identifying the intestinal loops, GastroMARK enhances the ability to
distinguish the bowel from adjacent tissues and organs in the upper gastrointestinal tract.

GastroMARK was approved by the FDA in 1996. Our marketing partner, Mallinckrodt, Inc., or
Mallinckrodt, has been marketing GastroMARK in the United States since April 1997, We initially licensed
the marketing rights to GastroMARK on an exclusive basis to Guerbet in western Europe and Brazil.
Guerbet has been marketing the product in several EU countries since 1993 under the tradename
Lumirem™, and subsequently acquired the rights to market the product in several other countries in the
Middle East, Southeast Asia, eastern Europe, South America and Africa. See “Licensing, Marketing and
Supply Arrangements.” '
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Licensing”, Marketing and Supply Arrangements

Qur marketlng strategy has included the formation of alliances with pharmaceutical companies to
facilitate the sale and distribution of our products. At present we have the following principal
collaboranons

BERILEX LABORATORIES, INC. In Februdry 1995, we entered into a license and marketing
agreement and a supply agreement with Berlex, granting Berlex a product license and exclusive marketing
rights to Feridex 1.V. in the United States and Canada. In 1996, the parties agreed to remove Canada from
the termones subject to the agreement. Under the terms of the agreement, we receive payments for
manufacturmg the product and royalties on sales. Under the terms of our agreements with Berlex, Berlex
pays for 60% of ongoing development expenses related to Feridex IV, These agreements expire in 2010 but
can be terminated earlier upon the occurrence of certain specified events. Under the terms of the license
and marketing agreement, we have the right to terminate the exclusive marketing rights based on the
failure ofiiBerIex to achieve minimum sales targets, but we have not exercised that right at this time.

CYTOGEN CORP. In August 2000, we entered into a license and marketing agreement and a supply
agreement with Cytogen. Cytogen has exclusive United States marketing rights to Combidex, our
investigational functional molecular imaging agent consisting of iron oxide nanoparticles for use in
conjunction with MRI to aid in the differentiation of cancerous from normal lymph nodes. In addition,
Cytogen has the exclusive right to market and sell ferumoxytol, for oncology imaging applications only, in
the United States. However, we have no plans to pursue the development of ferumoxytol for oncology
imaging applications, at this time. Under the terms of our agreement, we also agreed 1o grant to Cytogen
the exclu‘sive right to market and sell Feridex LV. in the United States if our existing marketing
arrangement with Berlex for Feridex V. terminates for any reason. Upon signing the agreements with
Cytogen,;we received 1,500,000 shares of Cytogen common stock as a non-refundable license fee. An
addmona{l 500,000 shares of Cytogen common stock were placed in escrow to be released to us upon
satlsfacnon of certain milestones under the agreements. As a result of a 10 for 1 reverse stock split of
Cytogen’s common stock, which became effective in October 2002, these escrowed shares have been
converteﬁi into 50,000 shares of Cytogen common stock. The release of 25,000 of these shares is dependent
upon progress in the development of ferumoxytol for oncology imaging applications, and we do not
anticipate achieving this milestone. The release of the other 25,000 shares is dependent upon issuance by
the FDNFof an approval letter relating to Combidex. Cytogen has agreed to pay us for manufacturing and
supplyiné_the products and royalties on sales, if any, relating to the products licensed to them. These
agreements have an initial ten-year term with automatic five-year extensions, but can be terminated earlier
upon theioccurrence of certain specified events.

On January 25, 2006 Cytogen filed a lawsuit against us in Massachusetts Superior Court. The
complaint includes claims of breach of contract, breach of implied covenant of good faith and fair dealing,
fraudulent misrepresentation and unjust enrichment in connection with the license and marketing
agreement between us and Cytogen. We filed an answer to the complaint asserting numerous
counterclaims, including breach of contract, defamation, tortious interference with advantageous business
relations, tortious interference with contract, abuse of process, and violation of the Lanham Act. We
believe Cytogcn s lawsuit has no merit, and we plan to conduct a vigorous defense of the claims set forth in
the complamt Due to the fact that Cytogen is seeking unspecified damages and that the case is still in its
early stages, we cannot at this time predict the outcome of the case nor estimate the possible loss or range
of loss we could incur if there were an unfavorable outcome with respect to this litigation. In addition to
the expe]]hse and burden incurred in defending this lawsuit and any damages that we may suffer, our
management’s efforts and attention may be diverted from our ordinary business operations in order to
address these claims. If the final resolution of this lawsuit is unfavorable to us, our financial condition,
results of operations, cash flows and liquidity might be materially adversely impacted since our existing
msumnce pollcws do not cover this matter.
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EIKEN CHEMICAL CO., LTD. In 1988, we entered into a supply and marketing agreement with
Eiken granting Eiken the exclusive right to manufacture and distribute Feridex LV, in Japan. Eiken was
responsible for conducting clinical trials and securing the necessary regulatory approval in Japan, which
was obtained in 1997. Under the terms of the agreement, as amended, Eiken paid us an up-front license
fee and agreed to pay royalties based upon products shipped for resale. In 2005, Eiken informed us of its
desire to terminate this agreement due to increased competition and limited sales of Feridex LV. in Japan.
With our permission, Eiken began the process of withdrawing Feridex I.V. as an approved product with the
appropriate regulatory authorities in Japan. We expect the withdrawal and the termination of our
agreement with Eiken to take effect in early calendar year 2007.

GUERBET. In 1987, we entered into a supply and distribution agreement with Guerbet. Under this
agreement, Guerbet was appointed the exclusive distributor of Feridex 1.V. in western Europe and Brazil
(under the tradename Endorem). This agreement was amended in 2002 to expand Guerbet’s exclusive
rights to distribute Feridex £.V. in various other areas, including South America, the Middle East, southeast
Asia, and eastern Europe. The agreement was further amended in 2006 to expand Guerbet’s exclusive
rights to distribute Feridex L.V in certain additional Southeast Asian countries and South Africa. Guerbet
is responsible for conducting clinical trials and securing the necessary regulatory approvals in the countries
in its territory. Guerbet has not pursued marketing approval in all the countries in which it has rights.
Under the terms of this agreement, Guerbet is obligated to pay royalties based on products shipped for
resale. We are entitled to receive an additional percentage of Guerbet’s sales in return for selling to
Guerbet its requirements for the active ingredient used in Feridex I.V. The agreement terminates on the
later of (i) the expiration of the last to expire technology patent related to Feridex V. or (ii) ten vears after
the date all necessary approvals were obtained in France.

In 1989, we entered into a second supply and distribution agreement with Guerbet granting Guerbet
an exclusive right to manufacture and sell GastroMARK in western Europe and Brazil (under the
tradename Lumirem) and the option to acquire such rights to any future MRI contrast agents developed by
us. Guerbet has exercised its rights to manufacture and sell Combidex (under the tradename Sinerem) in
western Europe and Brazil. This agreement was amended in 2002 to expand Guerbet’s exclusive rights to
manufacture and sell GastroMARK and Combidex in various other areas, including South America, the
Middle East, Southeast Asia, and eastern Europe. The agreement was further amended in 2006 to expand
Guerbet’s exclusive rights to distribute Combidex in certain additional countries. However, Guerbet has
not pursued marketing approval in all the countries in which it has rights. In February 2004, it was
determined through binding arbitration that Guerbet failed to meet its contractual obligations with respect
to the exercise of its option to acquire certain rights to ferumoxytol, and accordingly, all such rights
reverted back to us. Under the terms of this distribution agreement, Guerbet has agreed to pay us royalties
and a percentage of net sales as the purchase price for the active ingredient of the licensed products. We
are required to sell to Guerbet its requirements for the active ingredient used in Combidex and
GastroMARK. The agreement is perpetual but terminable upon certain specified events.

MALLINCKRODT, INC. (a division of Tyco Healthcare Group LP). In 1990, we entered into a
manufacturing and distribution agreement with Mallinckrodt granting Mallinckrodt a product license and
co-marketing rights to GastroMARK in the United States, Canada and Mexico. Mallinckrodt currently has
rights to GastroMARK in the United States only. Under the terms of the agreement, we receive royalties
based on Mallinckrodt’s GastroMARK sales as well as a percentage of sales for supplying the active
ingredient. The agreement is perpetual but terminable upon certain specified events.

SQUIBB DIAGNOSTICS (a division of Bristol-Myers Squibb Co.). In 1994, under an agreement with
Squibb Diagnostics, we reacquired the development and marketing rights to Combidex, which had
previously been licensed to Squibb Diagnostics. Pursuant to this agreement, we are obligated to pay up to a
maximum of $2,750,000 in royalties to Squibb Diagnostics in connection with commercial product sales of
Combidex.




OTHER We are the licensee of certain technologies related to our products under cross-license
agreements with Nycomed Imaging A.S. of Oslo, Norway (now known as Amersham Health, which is part
of GE Healthcarc) or Nycomed, and Schering AG of Berlin, Germany. The license agreement with
Nycomed requires us to make payments upon the attainment of particular milestones relating to
Feridex 1. V and GastroMARK. We are also required under the agreement with Nycomed to pay royalties
ona percentage of product sales of Feridex I.V. and GastroMARK, if any. There were no milestone
paymentsl made in fiscal years 2006, 2005 or 2004. Future milestone payments under the Nycomed
agreemer}n will not exceed $400,000.

We dre also a party to an agreement with one of our regulatory consultants for Combidex, which
obllgates us to make certain royalty payments to the consultant based on any future commercial product
sales of Combzdex in the United States. To date, we have not been required to make any royalty payments
with resplect to Combidex. We do not expect any such royalty payments to be material.

[
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Manufacturing and Supply Arrangements
l|

Our’ Cdmbrldge Massachusetts manufacturing facility is registered with the FDA and is subject to
current QOod Manufacturing Practices, or cGMP, as prescribed by the FDA. At this facility, we currently
manufacture Feridex I.V. bulk product for sale to Guerbet, Feridex I.V. finished product for sale to Berlex,
GastroMARK butk product for sale to Guerbet and Mallinckrodt and ferumoxytol finished product for use
in clinical trials. We also manufacture, at this facility, Combidex bulk product for use in U.S. non-Phase [11
clinical tnals Guerbet foreign trials and for research and development purposes. We also intend to
manufac_ture ferumoxytol finished product and Combidex bulk product for commercial use, subject to FDA
approval, at this facility. In the future, we intend to use a contract manufacturer for the final
manufacturing of Combidex. '

|
Raw MaJterlals

We currcntly purchase the raw materials used to manufacture our products from third-party supphers
Although certain of our raw materials are readily available, others may be obtained only from qualified
suppliers. Certain raw materials used in our products are procured from a single source with no qualified
alternative supplier. In addition, we sometimes obtain raw materials from one vendor only, even where
multipleisources are available, in order to maintain quality control and enhance working relationships with
suppliers' During 2005, one of our key suppliers notified us of its decision to discontinue manufacturing a
key raw matenal in our manufacturing process for our products. At that time, we purchased all remaining
mventory from the supplier and have since identified an alternative supplier and are continuing our efforts
to find a second qualified supplier of this raw material.

Patents :.'Elnd Trade Secrets

Wc”consider the protection of our technology to be material to our business. Because of the
substanttal length of time and expense associated with bringing new products through development and
regulatory approval to the marketplace, we place considerable importance on obtaining patent and trade
secret protectlon for current and future technologies and products. Our success will, in large part, depend
on our ai!)lllly to maintain the proprietary nature of our technology and other trade secrets. To do so, we
must prosecute and maintain existing patents, obtain new patents and pursue trade secret protection. We
must also operate without infringing the proprietary rights of third parties or allowing third parties to
infringe our rights.

Out policy is to aggressively protect our competitive technology position by a variety of means,
includin'lg applying for patents in the United States and in appropriate foreign countries. We currently hold
approximately 19 U.S. patents and approximately 29 foreign patents, which expire between the years 2007
and 2020 some of which are subject to extension under FDA regulations. Because certain patents that
cover our products will begin to expire in the coming years, the protection provided by these patents will



also begin to expire. Our inability to commercialize our products prior to the expiration of our patents
could have a material adverse effect on our business, financial condition and prospects.

We also have patent applications pending in the United States, and have filed counterpart patent
applications in several foreign countries. Although we believe that further patents will be issued on
pending applications, we cannot be sure that these patents will be issued on a timely basis, if at all. In
addition, any issued patents may not provide us with competitive advantages or may be challenged by
others, and the existing or future patents of third parties may limit our ability to commercialize our
products. Any limitation on the protection of our technology could hinder our ability to develop and
market our products and product candidates.

We are a party to vartous license agreements, including nonexclusive cross-licensing arrangements
covering MRI technology with Nycomed and Schering AG. Our proprietary position depends in part on
these licenses, and termination of the licenses for any reason could have a material adverse effect on us by
limiting or prohibiting the commercial sale of our contrast agents.

Competition

The pharmaceutical and biopharmaceutical industries are subject to intense competition and rapid
technological change. Certain companies, including some of our collaborators, which have greater human
and financial resources dedicated to product development and clinical testing than we do, are developing
IV iron replacement therapy products and MRI contrast agents. Our collaborators are not restricted from
developing and marketing certain competing products and, as a result of certain cross-license agreements
between us and certain of our competitors (including one of our collaborators), our competitors will be
able to utilize elements of our technology in the development of certain competing contrast agents. We
may not be able to compete successfully with these companies.

We believe that our ability to compete successfully will depend on a number of factors including the
implementation of effective marketing campaigns by us and/or our marketing and distribution partners,
development of safe and efficacious products, timely receipt of regulatory approvals, and our ability to
manufacture our products at commercially acceptable costs. Although we believe terumoxytol will offer
advantages over existing products in the IV iron replacement therapy market, competing I'V iron
replacement therapy products may receive greater acceptance. The IV iron replacement market is highly
sensitive to several factors including, but not limited to, the ability to obtain appropriate reimbursement,
price competitiveness, and product characteristics such as dosing regimens and the means by which iron is
administered. In particular, the IV iron replacement market is extremely sensitive to the perceived relative
safety profiles of the various IV iron replacement therapeutics, and it will be critical for us to be able to
demonstrate that ferumoxytol’s safety profile is as good as or better than that of other IV iron replacement
products in order to be competitive in the marketplace. Factors critical to the success of Combidex, if
approved, include market acceptance of MRI as an appropriate technique for imaging the lymphatic
system and the use of Combidex as part of such imaging. Although we believe that our contrast agents offer
advantages over competing MR, CT or x-ray contrast agents, competing contrast agents might receive
greater acceptance. Additionally, to the extent that other diagnostic technigues may be perceived as
providing greater value than MRI, any corresponding decrease in the use of MRI could have an adverse
effect on the demand for our contrast agent products, We may not be able to successfully develop safe and
efficacious products, obtain timely regulatory approvals, manufacture products at commercially acceptable
costs, market our products alone or with our partners, gain satisfactory market acceptance, or otherwise
successfully compete in the future.

IV Iron Replacement Therapy Products

The 2006 1V iron replacement therapy market is estimated at approximately $450-500 million in gross
sales per year in the United States according to IMS Health, Incorporated. Based on the projected growth
of the dialysis-dependent patient population by the United States Renal Data System, and the potential
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mcreased[use of IV iron in the non-dialysis-dependent CKD population, this market could grow to
approx:mately $1 billion by 2010. There are several [V iron replacement therapy products already on the
market arid in various stages of clinical development in the United States and abroad. Currently, American
Regent l_.aboratorles Inc., or American Regent, a division of Luitpold Pharmaceuticals, or Luitpold,
markets Venofer , an iron sucrose formulation. Venofer is currently approved for use in hemodialysis,
penloneal dialysis and non-dialysis-dependent CKD patients, American Regent has also licensed the rights
to develop and commercialize VIT-45, also known as Ferinject®, from Vifor (International) Ltd. Ferinject
is in clinical development worldwide for a variety of anemia-related indications, including CKD patients,
whether or not on dialysis. We believe that Ferinject has been submitted to the EMEA for European
approval,'?but we are not certain of the development status of Ferinject in the United States. Watson
Pharmaceutlcals Inc., or Watson, markets Ferrlecit®, a sodium ferric gluconate in sucrose injection, and
INFeD ,llan iron dextran product. Ferrlecit is currently approved for use in hemodialysis patients. Watson

- has been | pursumg additional clinical studies to expand the indication of Ferrlecit to include CKD patients
not yet oq dialysis, peritoneal dialysis patients and anemic chemotherapy patients. The current 1V iron
therapy market is essentially split between Venofer and Ferrlecit, with Venofer having a slightly larger
portion of the market.

In addmon Abbott Laboratories, Inc. has entered into a license and development agreement in the
United S[dICS with Pharmacosmos A/S of Denmark for the development of Feoligosaccharide (FeOS), an
IV iron replacement product for use in hemodialysis patients receiving erythropoietin, We are unaware of
the status of this product in the United States. Rockwell Medical Technologies, Inc. is developing a
dialysate concentrate product containing Ferric pyrophosphate (FePPi), a water-soluble form of iron, to be
used as a treatment for anemia in dialysis patients. This product is currently expected to enter Phase 111
clinical trials in the near future.

MRI Contrast Agents

There are several MRl contrast agents for imaging lesions of the liver on the market and in various
phases of_clmlca] testing in the United States and abroad. Schering AG, or Schering, has two products:
Resovist$ 1» @ carboxydextran superparamagnetic iron oxide formulation, and Primovist™, gadolinium EQOB-
DTPA, ajchelated gadolinium compound used te detect and characterize liver lesions by MRI. Resovist has
received approval in the European Union, some non-EU countries and Japan. Resovist is in Phase 11
clinical studles in the United States. Primovist was given Europe-wide approval in September 2004. The
status of anowst in Japan is unknown. Schering is in clinical development in Europe with Supravist®
{(SHU 555 C) for use as an MRI contrast agent. GE Healthcare has its MnDPDP product, Teslascan®, for
MRI of liver lesions which is approved and marketed in the United States and Europe. Bracco S.p.A. has
MultlHance {Gadolinium BOPTA), a chelated gadolinium compound which is approved and marketed in
the Unlted States and Europe. We are unaware of any approved products or drug candidates in human
clinical development for use in contrast-enhanced MRI of lymph nodes other than Combidex. However,
such produets may exist and could negatively affect the marketing of our products.

Resources of Our Competitors

Mdny of our competitors have substantially greater capital, research and development manufacturmg
and marketmg resources and experience than we do and represent significant competition for us. Produets
developed by such companies may be safer and/or more effective than any products we develop or may
render our technology obsolete. In addition, further technological and product developments may make
other IV iron replacement therapy products more competitive than ferumoxytol or other imaging
modalmes more compelling than MRI, and adversely impact sales of our iron replacement and imaging
products,frespectlvely, if such products are approved by the FDA.
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Government Regulation and Reimbursement

The production and marketing of our products and our ongoing research and development activities
are subject to regulation for safety, efficacy and quality by numerous governmental authorities in the
United States and other countries. Pharmaceutical products used for intravenous or oral administration in
humans are principally governed by FDA regulations in the United States and by comparable government
regulations in foreign countries. Various federal, state and local statutes and regulations also govern or
influence the research and development, manufacturing, safety, labeling, storage, record-keeping,
distribution and marketing of such products. The process of completing pre-clinical and clinical testing and
obtaining the approval of the FDA and simiiar health authorities in foreign countries to market a new drug
product requires a significant number of years, the expenditure of substantial resources and is often subject
to unanticipated delays. Despite our development efforts and the results of clinical trials, we may not be
able to obtain such approvals for our product candidates on a timely basis, if at all.

Clinical testing of pharmaceutical products is itself subject to approvals by various governmental
regulatory authorities. Our clinical trials are conducted in accordance with specific protocols, which are
filed with the FDA and other regulatory authorities. If such protocols are not approved or if the FDA
determines that there are flaws in the design of the protocols or the conduct of the clinical trials during the
course of the studies, we may not be permitted to continue our clinical trials or we may be required to
revise our protocols during the course of the clinical trials. Any deficiency in the design or oversight of our
clinical studies by us could further delay or prevent us from obtaining regulatory approval and could
significantly increase the costs of such clinical trials, which could delay or prevent us from obtaining
approval for our product candidates on a timely basis, if at all.

Our failure to obtain requisite governmental approvals, our failure to obtain approvals of the scope
requested, or any withdrawal or suspension by the FDA or foreign authorities of any approvals will delay
or preclude us and our licensees and collaborators from marketing our products, limit the commercial use
of the products and impair our ability to generate revenue, whether from product sales, royalties or
milestone payments. :

The steps required by the FDA before new human pharmaceutical products, including iron
replacement therapy products and contrast agents, may be marketed in the United States include: (a) pre-
clinical laboratory tests, pre-clinical studies and formulation studies; (b} the submission to the FDA of a
request for authorization to conduct clinical trials subject to an Investigational New Drug, or IND,
application to which the FDA must not object within 30 days of its initia! filing prior to the commencement
of human clinical trials; (c) adequate and well-controlled human clinical trials under Good Clinical
Practices, or GCP, to establish the safety and efficacy of the drug for its intended use; (d) submission to the
FDA of an NDA; (e) approval and validation of manufacturing facilities used in production of the
pharmaceutical product; and (f) review and approval of the NDA by the FDA before the drug product may
be shipped or sold commercially. Foreign regulatory authorities require similar investigations and
processes to be conducted and may impose additional hurdles that would require separate tests and trials.

Pre-clinical tests include the laboratory evaluation of product chemistry, Pre-clinical [aboratory
studies include animal studies to assess the potential safety and efficacy of the product. Pre-clinical test and
study results are submitted to the FDA as a part of an IND and are reviewed by the FDA prior to and
during human clinical trials. The submission of an IND might not result in FDA authorization to
commence clinical trials. If there are no objections from the FDA within 30 days of filing the IND, clinical
trials are typically conducted in three sequential phases, although the phases may overlap. Phase I involves
the initial administration of the drug to a small group of humans, either healthy volunteers or patients, to
test for safety, dosage tolerance, absorption, distribution, metabolism, excretion and clinical pharmacology
and, if possible, early indications of effectiveness. Phase II involves studies in a small sample of the actual
intended patient population to assess the preliminary efficacy of the investigational drug for a specific
clinical indication, to ascertain dose tolerance and the optimal dose range and to collect additional clinical
information relating to safety and potential adverse effects. Once an investigational drug is found to have
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some efficacy and an acceptable clinical safety profile in the targeted patient population, Phase I11 studies
can be initiated to further establish safety and efficacy of the investigational drug in a broader sample of
the target patient population, The results of the clinical trials together with the results of the pre-clinical
tests and studies and complete manufacturing information are submitted in an NDA to the FDA for
approval for the intended indication. In member countries of the EU, the equivalent of an NDA is referred
to as a Dossier, and is filed with the EMEA. The governing regulatory agency may suspend clinical trials at
any point:in this process if it concludes that patients are being exposed to an unacceptable health risk. In
addition, chmcal trial resulis are frequently susceptible to varying interpretations by scientists, medical
personnel regulatory personnel, statisticians and others which may delay, limit or prevent further clinical
developmcnt or regulatory approvals of a product candidate.

Both before and after approval is obtained, a product, its manufacturer, and the holder of the NDA
for the product are subject to comprehensive regulatory oversight. Violations of regulatory requirements at
any stage; including the, pre-clinical and clinical testing process, the approval process, the manufacturing
and analytical testing process or thereafter, including after approval, may result in various adverse
consequences, including the FDA's delay in approving or refusal to approve a product, withdrawal of an
approvedl‘product from the market, and/or the imposition of criminal penalties against the manufacturer
andfor NDA holder. If an NDA is submitted to the FDA, the application may not be approved in a timely
manner, if at all. Any delay in obtaining regulatory approvals could delay our product commercialization
and assocnated revenue and consume extensive amounts of our resources, both financial and managerial.
In addition, later discovery of previously unknown problems may result in restrictions on a product,
manufactfurer, or NDA holder, including withdrawal of the product from the market. Also, new
government requirements may be established that could delay or prevent regulatory approval of our
products ixnder development.

There are several conditions that must be met in order for final approval of an NDA to be granted by
the FDA: Among the conditions for NDA approval is the requirement that a prospective manufacturer’s
manufacturing procedures conform to cGMP, requirements which must be followed at all times. Domestic
manufacturing establishments are subject to periodic inspections by the FDA in order to assess, among
other things, cGMP compliance. To supply products for use in the United States, foreign manufacturing
establishments must comply with cGMP and are subject to periodic inspection by the FDA or by regulatory
authoritiés in certain of such countries under reciprocal agreements with the FDA. In complying with these
requirements, manufacturers, including a drug sponsor’s third-party contract manufacturers, must continue
to expend time, money and effort in the area of production and quality control to ensure compliance.
Failure to maintain compliance with cGMP regulations and other applicable manufacturing requirements
of various regulatory agencies could impose significant extra costs of compliance, limiting product sales,
thereby reducing our revenue and profitability. In addition, the labeling of the product must also be
approved by the FDA prior to final approval of the product. '

Once the FDA determines that a product is approvable, it will issue an action letter, known as an
“approvable letter,” indicating if any additional information must be provided or if any additional
conditions must be met prior to final approval. Securing such additional information and/or complying
with such conditions may be costly and result in significant delays prior to final approval. Even if initial
marketmg approval is granted, such approval may entail limitations on the indicated uses for which a
product may be used and impose labeling requirements which may adversely impact our ability to market
our products. Furthermore, even after initial FDA approval has been obtained, further studies, including
post-market studies, may be required to provide additional information. Results of such post-market
program$: may limit or expand the further marketing of the produci. Additionally, product approvals may
be withdrawn, and the product recalled, if compliance with regulatory standards is not maintained or if
problems occur following initial marketing.

We ére also subject to foreign regulatory requirements governing development, manufacturing and
sales of pharmaceutical products that vary widely from country to country. Approval of a drug by
applicable regulatory agencies of foreign countries must be secured prior to the marketing of such drug in
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those countries. The regulatory approval process may be more or less rigorous from country to country,
and the time required for approval may be longer or shorter than that required in the United States.

We are subject to regulation under local, state and federal law regarding occupational safety,
laboratory practices, handling of chemicals, environmental protection and hazardous substances control.
We possess a Byproduct Materials License from the Commonwealth of Massachusetts for receipt,
possession, manufacturing and distribution of radioactive materials. We hold Registration Certificates
from the United States Drug Enforcement Agency and the Commonwealth of Massachusetts Department
of Public Health for handling controlied substances. We are registered with the United States
Environmental Protection Agency, or the EPA, as a generator of hazardous waste. All hazardous waste
disposals must be made in accordance with EPA and Commonwealth of Massachusetts requirements. We
are subject to the regulations of the Occupational Safety and Health Act and have in effect a safety
program to assure compliance with all of these regulations.

In both the United States and foreign markets, our ability to commercialize our products successfully
depends in part on the extent to which reimbursement for the costs of such products and related
treatments will be available from government health administration authorities, private health insurers and
other third-party payors. Significant uncertainty exists as to the reimbursement status of newly-approved
health care products, products used for indications not approved by the FDA and products which have
competitors for their approved indications. If adequate reimbursement levels are not maintained by
government and other third-party payors for our products and related treatments, our ability to sell our
products may be limited or our ability to establish acceptable pricing schemes for our products may be
impaired, thereby reducing our revenue. :

Major Customers

Three companies, Berlex, Guerbet and Mallinckrodt, accounted for 41%, 37% and 11%, respectively,
of our revenues in fiscal 2006. Three companies, Berlex, Cytogen, and Guerbet, accounted for 47%, 22%
and 20%, respectively, of our revenues in fiscal 2005. Three companies, Cytogen, Guerbet, and Berlex,
accounted for 55%, 20% and 20%, respectively, of our revenues in fiscal 2004, No other company
accounted for more than 10% of our total revenues in fiscal 2006,-2005, or 2004. All of the revenue
attributable to Cytogen and a large portion of the revenue attributable to Berlex in each of fiscal 2006,
2005 and 2004 was deferred revenue that was recognized in those fiscal years.

Backlog

Generally, we do not have a significant backlog. Product orders from our customers are typically
fulfilled within a relatively short time of receipt of a customer order. We had no product sales backlog as of
September 30, 2006 as compared to a product sales backlog of approximately $201,000 as of September 30,
2005. '

Employees

As of November 15, 2006, we had 44 employees, 2 of whom were part-time and 31 of whom were
engaged in research and development. Qur success depends in part on our ability to recruit and retain
talented and trained scientific, clinical, regulatory, and sales and marketing personnel, as well as senior
management. Although we believe we have been relatively successful to date in obtaining and retaining
such personnel, we may not be successful in the future. For example, in order to achieve commercial
success for ferumoxytol as an [V iron replacement therapeutic, we will have to either develop our own
internal marketing and sales department, including a direct sales force, enter into a collaborative
arrangement with a third party or parties to market and sell ferumoxytol, or otherwise contract for these
services with a third party. If we market and sell ferumoxytol ourselves, we may not be able to successfully
recruit and retain the qualified marketing and sales personnel that would be necessary to market and sell
ferumoxytol.

14




|l

None of our employees is represented by a labor union, and we consider our relationship with our
employees to be excellent.

Foreign Qperatlons

We bfave no foreign operations. Revenues in fiscal 2006, 2005, and 2004 from customers outside of the
United States principally in Europe and Japan, amounted to 41%, 22% and 21%, respectively, of our total
revenues.

Product Llablllty Insurance

The admrmstranon of our products to humans, whether in clinical trials or after approved commercial
usage, may expose us to liability claims. These claims might be made by customers, including corporate
partners, clinical trial subjects, patients, pharmaceutical companies, or others. We maintain product
liability i msurance coverage for claims arising from the use of our products whether in clinical trials or after
approvcdlcommercral usage. However, coverage is becoming increasingly expensive and our insurance may
not provide sufficient coverage to fully protect us against liability. If we are unable to maintain sufficient
levels of insurance due to increased costs or if our insurance does not provide sufficient coverage against
liability claims, a finding of liability could deplete our resources and reduce the assets available for our
daily operations.

|
Researchlj'and Development

We have dedicated a significant portion of our resources 1o research and development as a method of
producing new products, improving existing products and growing our revenues. We estimate that
approximately 65% to 70% of our employees’ time was devoted to research and development during fiscal
2006 andfapproximately 60% to 65% during fiscal 2005 and 2004, We incurred rescarch and development
expensesﬁof $21,294,448, $12,037,549, and $6,083,839, in fiscal 2006, 2005, and 2004, respectively. We
antlcrpate that a significant portion of our operating expenses will continue to be related to development in
fiscal 2007 .

Code of Ethics

In 2003 we adopted a code of ethics that applies to our officers, directors and employees. In
November 2006, our Board of Directors approved certain amendments to our Code of Ethics to conform
to NASDAQ requirements. We have posted the text of our Code of Ethics on our website at
http: ,v’/www advancedmagnetics.com in the “Investors” section. In addition, subject to the regulations of the
exchange;in which our stock trades, we intend to promptly disclose (1) the nature of any amendment to our
Code of Ethics that applies to our principal exccutive officer, principal financial officer, principal
accoummg officer, or persons performing similar functions and (2) the nature of any waiver, including an
implicit walver from a provision of our Code of Ethics that is granted to one of these specified officers, the
name of S]UCh person who is granted the waiver, and the date of the waiver on our website (or in any other
medium reqmred by law or our securities exchange) in the future.

ll
Subsequent Events

On November 7, 2006, Brian J.G. Pereira, MD was appointed the Company’s Chief Executive Officer.
Dr. Perelra will continue to serve as the Company’s President.

On November 7, 2006, Jerome Goldstein retired as Chief Executive Officer of the Company and
assumed the role of Executive Chairman, effective immediately. Mr. Goldstein will continue to serve as
Treasurer of the Company. In his new role as Executive Chairman, he will be responsible for the effective
performance of the Board of Directors and will continue to work closely with Dr. Pereira, acting in an
advisory capacrty to him and other executives. In addition to leading Board activities, Mr. Goldstein will
collaborate with Dr. Pereira on corporate strategy and direction and in advancing both the ferumoxytol
and Combtdex programs.
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On November 7, 2006, Michael Narachi and Ron Zwanziger were appointed to serve as members of
the Board of Directors.

On November 7, 2006, Sheldon L. Bloch, Edward B. Roberts, Ph.D. and Theodore I. Steinman, MD,
three current members of the Board of Directors, announced that they will not stand for re-¢lection at the
annual meeting of stockholders of the Company currently scheduled to be held on February 6, 2007. Each
of Drs. Roberts and Steinman and Mr. Bloch advised the Board that the reasons for their decisions were
not the result of any disagreement with the Company.

On November 29, 2006, we entered into an amendment to our lease agreement with CambridgePark
125 Realty Corporation, for the purpose of securing the rental of additional real property located at
125 CambridgePark Drive, Cambridge, Massachusetts 02140. The term of the amendment commenced on
November 20, 2006 and continues until February 28, 2009. Under the terms of the amendment, we will pay
CambridgePark approximately $18,300 per calendar month for the first year of the term, approximately
$19,000 per calendar month for the next year of the term and approximately $19,700 per calendar month
for the remainder of the term of the original lease agreement for the additional real property.

On December 1, 2006, Davey S. Scoon was appointed to serve as a member of the Board of Directors.
Mr. Scoon was also elected Chairman of the Audit Committee of the Board of Directors.

On December 1, 2006, Sheldon L. Bloch, Professor Edward B. Roberts, Ph.DD. and Theodore 1.
Steinman, MD, who had previously announced that they would not stand for re-election at our annual
meeting of stockholders, resigned from the Board of Directors effective immediately. Mr. Bloch was the
Chairman of the Audit Committee and a member of the Compensation Committee and Nominating
Committee. Dr. Roberts was a member of the Audit Committee and the Nominating Committee.

Dr. Steinman was a member of the Nominating Committee. Drs. Roberts and Steinman and Mr. Bloch
advised the Board of Directors that the reasons for their decisions were not the result of any disagreement
with the Company.

Our Board of Directors is now fixed at seven members. The current members of the Board include
Jerome Goldstein (Executive Chairman), Brian J.G. Pereira, MD (Chief Executive Officer and President),
Michael D. Loberg, Michael Narachi, Davey S. Scoon, Mark Skaletsky, and Ron Zwanziger.

On December 1, 2006, the Board of Directors also reconstituted the membership of its Audit and
Compensation Committees. Effective immediately, the Audit Committee will be comprised of Davey S.
Scoon (Chair), Michael D. Loberg, and Mark Skaletsky, and the Compensation Committee will be
comprised of Mark Skaletsky (Chair), Michael Narachi and Ron Zwanziger.

On December 1, 2006, we hired Timothy G. Healey as our Senior Vice President of Commercial
Operations. Mr. Healey will be responsible for developing and executing the sales and marketing strategy
for all of our products and product candidates.

Available Information

Our internet website address is http://www.advancedmagnetics.com. Through our website, we make
available, free of charge, our annuat report on Form 10-K, quarterly reports on Form 10-Q, current reports
on Form 8-K, and any amendments to those reports, proxy and registration statements, and all of our
insider Section 16 reports, as soon as reasonably practicable after such material is electronically filed with,
or furnished to, the SEC. These SEC reports can be accessed through the “Investors” section of our
website. The information found on our website is not part of this or any other report we file with, or
furnish to, the SEC. e C :

For additional information regarding our segments, please refer to Note J of Notes to Financial
Statements included in Part II, Item 8 “Financial Statements and Supplementary Data” of this Annual
Report on Form 10-K.
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ITEM 1A. RISK FACTORS:
!
Certain Factors That May Affect Future Results

The following is a summary description of some of the material risks and uncertainties that may affect our
business, including our future financial and operational results. In addition to the other information in this
Annual Report on Form 10-K, the following statements should be carefully considered in evaluating us.

Our abilify to successfully complete the development of, and obtain regulatory approval to markef and sell,
Jerumoxytol as an IV iron replacement therapeutic is uncertain because the results of our clinical trials may not
demoustrate that ferumoxytol is safe and efficacious.

Before obtaining regulatory approvals for the commercial sale of ferumoxytol, we must demonstrate
through extenswe pre-clinical testing and human clinical trials that ferumoxytol is safe and efficacious.
Ferumoxytol as an IV iron replacement therapeutic is currently in Phase II1 multi-center clinical studies,
with enrollment completed in three of our four pivotal Phase 111 studies. Ferumoxytol may be found to be
unsafe, to have harmful side effects on humans, to be ineffective or may otherwise fail to meet regulatory
standards or receive necessary regulatory approvals. If ferumoxytol fails in any of the Phase LI clinical
trials or our Phase 111 clinical trials do not demonstrate sufficient safety and efficacy of ferumoxytol as an
IV iron replacement therapeutic, we will be unable to obtain regulatory approval for, and market,
ferumoxytol as an IV iron replacement therapeutic, thereby dramatically reducing our potential future
revenues ‘and severely adversely impacting the future prospects for our business. For example, there are
certain senous adverse reactions and side effects that are often associated with iron replacement
therapeutlcs such as ferumoxytol. For IV iron replacement products that are currently being marketed,
these serious adverse reactions have been scen more frequently when large doses of iron are delivered
rapidly. [n our clinical trials we are administering a relatively large dose of ferumoxytol more rapidly than
the currently marketed products. If our studies show a sufficient number of cases of such reactions or side
effects in’:patients which are deemed related to ferumoxytol, then ferumoxytol may be considered unsafe by
the FDA and/or the physicians who select which iron replacement product patients will receive. In
addition, clinical trials are often conducted in patients in the most advanced stages of disease. During the
course of treatment, these patients can die or suffer adverse medical effects for reasons that may or may
not be relaled to the investigational product being tested, but which can nevertheless adversely affect
clinical trial results for ferumoxytol as an IV iron replacement therapeutic and approvals by the FDA. Any
such adverse results from our Phase 111 clinical trials would likely have a severe adverse impact on our
stock prlce

Our’ results from pre-clinical testing, early clinical trials, and completed Phase III clinical trials of
ferumoxytol as an IV iron replacement therapeutic may not be predictive of results obtained in subsequent
human cllmcal trials with respect to the safety or efficacy of ferumoxytol. For example, although we had
positive results and no drug-related serious adverse events in our completed Phase I11 clinical trial of
ferumoxytol there can be no assurance that the results of our three remaining Phase 111 trials will be
positive or that we will not observe an unacceptable level of drug-related serious adverse events in these
trials. A number of companies in the pharmaceutical and biotechnology industries have suffered significant
setbacks in late-stage clinical trials even after achieving promising results in early-stage, or even Phase 111,
development We cannot be sure that the data obtained from our Phase III clinical trials for ferumoxytol as
an IV iron replacement therapeutic will support the indication we are seeking or demonstrate sufficient
safety and efficacy to obtain regulatory approvals,

We may riot be able to obtain the necessary regulatory approvals in order to market and sell our products, and the
approval process is lengthy and unpredictable.

Prior to marketing, every product candidate must undergo an extensive regulatory approval process in
the United States and in every other country in which we intend to test and market our product candidates
and products. This regulatory process includes testing and clinical trials of product candidates to
demonstrate safety and efficacy and can take many years and require the expenditure of substantial
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resources, In addition, changes in FDA or foreign regulatory approval policies or requirements may occur
or new regulations may be promulgated which may result in a delay or failure to receive FDA or foreign
regulatory approval. Delays and related costs in obtaining regulatory approvals could delay our product
commercialization and revenue and consume our resources, both financial and managerial.

Clinical testing of pharmaceutical products is itself subject to approvals by various governmental
regulatory authorities. For example, we conduct our Phase III clinical trials in accordance with specific
protocols, which are filed with the FDA. We may not be permitted by regulatory authorities to continue
these clinical trials, or we may be required to revise our protocols during the course of these clinical trials,
if the FDA determines that there are flaws in the design of the protocols or conduct of the trials during the
course of the studies.

Even if we complete our Phase 111 clinical trials in accordance with our protocols, the FDA may not
approve ferumoxytol because it may determine that there were flaws in the design of our studies. For
example, in discussions with us, the FDA tecommended that we also test ferumoxytol at lower doses than
510 mg. We have chosen to continue our studies of ferumoxytol using only a 510 mg dose. If the FDA
determines that the data we submit with our NDA for ferumoexytol does not support the safety of a 510 mg
dose, it could require us to conduct additional studies and/or studies at lower doses as a condition for
approval, in which case we could incur significant additional costs and experience significant delays in our
efforts to obtain regulatory approval for ferumoxytol. In addition, the FDA guidelines generally suggest
that a sponsor like us conduct two adequate and well-controlled studies to demonstrate the safety and
efficacy of a product candidate such as ferumoxytol in support of FDA approval. FDA interpretation of the
statutory requirements also states that a single study may be sufficient to support approval if the FDA
determines that based on relevant science and other confirmatory evidence from pertinent, adequate and
well-controlled studies, there is strong evidence to establish the safety and efficacy of the drug candidate to
support a single adequate and well-controlled study demonstrating safety and efficacy. We have chosen to
conduct only a single study for ferumoxytol as an [V iron replacement therapeutic in the HD-CKD patient
population. If the FDA determines that the results of our single study HD-CKD, together with other
confirmatory evidence we provide, is not sufficiently strong to demonstrate ferumoxytol’s safety and
efficacy in HD-CKD patients, then ferumoxytol may not be approved by the FDA for our proposed
indication or may be approved for a more limited indication. Any such deficiency in the design or oversight
of our Phase 111 clinical studies by us would delay or prevent us from obtaining regulatory approval for
ferumoxytol and would significantly increase the costs of our clinical trials and negatively affect our future
prospects and stock price.

We may also be required to demonstrate that ferumoxytol as an IV iron replacement therapeutic
represents an improved form of treatment over existing therapies in order to receive regulatory approval,
and we may be unable to do so without conducting further clinical studies, if at all. If, upon completion of
our current Phase I11 clinical trial program, we need to perform additional studies, we could incur
significant additional costs and experience significant delays in our efforts to obtain regulatory approval for
ferumoxytol as an 1V iron replacement therapeutic. In addition, regulatory approvals may entail limitations
on the indicated uses of our ferumoxytol products and impose labeling requirements which may also
adversely impact our ability to market such products. Any such requirements or limitations could also
result in delays in, or the prevention of, our ability to make regulatory submissions and delays in, or the
prevention of, the commercialization of our products. Any such delays would significantly impair or delay
our ability to generate future revenues from product sales of ferumoxytol as an IV iron replacement
therapeutic and adversely impact the future prospects for our business. Any such delays could also have a
severe adverse impact on our stock price.

We may not complete our development program, file the NDA for ferumoxytol and obtain regulatory approval for
Sferumoxytol as an IV iron replacement therapeutic in a timely or cost-effective manner.

Our ability to complete our development program for ferumoxytol as an 1V iron replacement
therapeutic and file the NDA for ferumoxytol in a timely and cost-effective manner is subject to a number
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of uncerf'zilntles many of which are out of our control. For example, the completion of our clinical trials
depends, iin large part, on patient enrollment. We rely on third-party clinical trial sites to find suitable
patients for our clinical trial programs for ferumoxytol as an IV iron replacement therapeutic. If these
clinical trial sites do not find suitable patients in the timeframe for which we have planned, we will not be
able to complete our clinical trials according to our expected schedule. In addition, we rely on third-parties
for a variety of activities in our IV iron replacement therapy development program, including monitoring
of our cli;nical sites, collection and analysis of data, clinical laboratory testing, randomization of clinical
trial subjects, drafting study reports and assisting in regulatory submissions. Going forward, we intend to
rely on a'number of third party consultants to help us write and prepare the NDA submission for
ferumoxytol. If we cannot engage a sufficient number of such third-parties or if they should fail to perform
or perform inadequately, we may not complete our development program for ferumoxytol, file the NDA or
obtain ré'gulatory approval for ferumoxytol as an iron replacement therapeutic on our intended schedule or
within our estimated budget. Any such delays or inadequate performance would also significantly impair or
delay our ability to generate future revenues from sales of ferumoxytol as an 1V iron replacement
lherapeutlc and adversely impact the future prospects for our business and our stock price.

In addmon to our internal research and development costs, we currently estimate that the future cost
of the extemal efforts necessary to complete development of ferumoxytol as an IV iron replacement
therapeutlc will be in the range of approximately $11 to $13 million over approximately the next 12
months. Our estimate of external costs to complete development of ferumoxytol as an IV iron replacement
therapeu‘uc increased by approximately $2 million from our estimate as of June 30, 2006 due primarily to
an increase in our estimated costs of third party service providers which we will need to engage to provide
data managemem and study report drafting services to assist with our NDA submission. Our total
estlmated external costs necessary to complete development of ferumoxytol as an 1V iron replacement
therapeutlc could increase as a result of a number of factors. Examples of such factors include significant
delays due to slow enrollment or unexpected results from our clinical sites, inadequate performance or
€ITOrS by.thlrd party service providers, deficiencies in our design or oversight of these studies, or the need
to condu;t additional clinical trials.

We lack r#tarketing and sales experience.

We have very limited experience in marketing and selling products and rely on our corporate partners
to market and sell Feridex V. and GastroMARK and have agreed to permit Cytogen to do so, pending
FDA approval for Combidex.

In order to achieve commercial success for ferumoxytol as an 1V iron replacement therapeutic, we will
have to cnher develop our own internal marketing and sales department, including a direct sales force,
enter mto a collaborative arrangement with a third party or parties to market and sell ferumoxytol, or
other\wse contract for these services with a third party. If we market and sell ferumoxytol ourselves, we
may not be able to successfully recruit and retain the qualified marketing and sales personnel that would
be necessary to market and sell ferumoxytol. In addition, in order to establish our own marketing and sales
force, wg will have to raise substantial amounts of additional capital to support the costs associated with
such an effort. We may not be able to secure such additional financing on terms or within a timeframe
acceptable to us, if at all. If we fail to raise the necessary capital, or choose not to market and sell
ferumoxytol ourselves, we may not be able to enter into marketing and sales agreements or otherwise
contractw‘with others for such services on acceptable terms, if at all.

If we are unsuccessful in developing our own sales and marketing function or if we are unsuccessful in
entermg into a collaborative relationship or otherwise contracting with a third party for such services, then
our product marketing efforts and potential product launch of ferumoxytol as an I'V iron replacement
therapeutlc would be delayed and the commercialization of ferumoxytol would be severely impaired.
Furthermore whether we market and sell ferumoxytol ourselves or through marketing and sales
arrangements we, Or our corporate partners, may not be successful in marketing and selling our products.
Any delay or failure in our commercial product launch of ferumoxytol as an I'V iron replacement

n‘.
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therapeutic would have a material adverse impact on our ability to generate additional revenues, our
ability to achieve profitability, and on the future prospects for our business.

Our stock price has been and may continue to be volatile, and your investment in our stock could decline in value
or fluctuate significantly.

The market price of our common stock has been, and may continue to be, volatile. This price has
ranged between $8.95 and $44.43 in the fifty-two week period through November 15, 2006. The stock
market has from time to time experienced extreme price and volume fluctuations, particularly in the
biotechnology and life sciences sector, which have often been unrelated to the operating performance of
particular companies. Various factors and events, including announcements by us or our competitors
concerning results of regulatory actions, changes in reimbursement, technological innovations, new
products, clinical trial results, agreements with collaborators, governmental regulations, developments in
patent or other proprietary rights, or public concern regarding the safety of products developed by us or
others, may have a significant impact on the market price of our common stock. For example, any
announcement by us of any actual or perceived adverse results from our clinical trials for ferumoxytol as an
IV iron replacement therapeutic, particularly any actual or perceived adverse results with respect to
ferumoxytol’s safety profile, would likely have a dramatic adverse impact on our stock price. Thus, as a
result of events both within and beyond our control, our stock price could fluctuate significantly or lose
value rapidly. Our trading volume has historically been low and therefore bulk sales or substantial
purchases of our stock in a short period of time could cause the market price for our shares to decline or
fluctuate drastically.

We are dependent on a limited number of products and product candidates.

We have two products, Feridex LV, and GastroMARK, currently approved for marketing and sale in
the United States and in certain foreign jurisdictions. The only other products currently in our
development pipetine, Combidex and ferumoxytol as an 1V iron replacement therapeutic, are not yet
approved for marketing or sale in the United States or in any other country. Sales of Feridex LV, and
GastroMARK by our marketing partners have been at relatively low levels in recent years, and we expect
sales of Feridex LV, and GastroMARK will remain at current low levels overall. We may not be able to
obtain regulatory approval for Combidex or ferumoxytol as an 1V iron replacement therapeutic in the
United States or in any other country. Even if approved, Combidex and ferumoxytoi as an IV iron
replacement therapeutic may fail to achieve market acceptance. In this event, we do not currently have an
alternative source of revenue ar profits, other than Feridex 1.V, and GastroMARK. Any faiture by us to
obtain approval of Combidex or ferumoxytol as an [V iron replacement therapeutic would have a material
adverse impact on our ability to generate additional revenues, our ability to achieve profitability, and on
the future prospects for our business.

In addition, although we have dedicated significant resources to our research and development efforts
in the past, we may not deveclop new applications for our existing technology or expand the indications for
our current products or product candidates for development into future product candidates. We are not
currently conducting or sponsoring research to expand our development pipeline. Any failure by us to
develop and commercialize additional products and product candidates will place greater pressure on the
performance of our existing products and product candidates and will materialty adversely affect our ability
to increase revenues, our ability to achieve profitability, and the future prospects of our business.

Our inability to obtain raw materials and our reliance on sole source suppliers could adversely impact our
business.

We currently purchase the raw materials used to manufacture our products from third-party suppliers.
However, only in certain limited cases do we have any long-term supply contracts with these third parties.
Certain raw materials used in our products are procured from a single source with no qualified alternative
supplier. If any of these third-party suppliers should cease to produce the raw materials used in our

20




products, we would be unable to manufacture our products until we were able to qualify an alternative
source. For example, during fiscal 2005 one of our suppliers notified us of its decision to discontinue
manufacturing a key raw material in our manufacturing process for our products. At that time, we
purchaséd all remaining inventory from the supplier and have since identified an alternative supplier and
are continuing our efforts to find a second supplier of this raw material. The qualification of an alternative
source rﬁ:ay require repeated testing of the new materials and generate greater expenses to us if materials
that we test do not perform in an acceptable manner. In addition, we sometimes obtain raw materials from
one vendor only, even where multiple sources are available, to maintain quality control and enhance
working 'ifelationships with suppliers, which could make us susceptible to price inflation by the sole
suppller,lrthereby increasing our production costs. As a result of the high quality standards imposed on our
raw malerlals we may not be able to obtain raw materials of the quality requ:red to manufacture our
products from an alternative source on commercially reasonable terms, or in a timely manner, if at all. Any
delay in or failure to obtain sufficient quantities of raw materials would prevent us from manufacturing our
products, both for commercial sale and for use by us in our ongoing clinical trials. In addition, even if we
are able to obtain raw materials from an alternative source, if these raw materials are not available in a
timely manner or on commercially reasonable terms, we would be unable to manufacture our products,
both for commercial sale and for use in our clinical trials, on a timely and cost-effective basis. Any such
difficutty’sin obtaining raw materials would severely hinder our ability to manufacture our products and
would have a material adverse tmpact on our ability to generate additional revenues and our ability to
achieve profltablllty, and on the future prospects for our business. Any such difficulty could also impede
our deve\}opment efforts with respect to our product candidates.

We may ﬁot be successful in competing with other companies or our technology may become obsolete.

The pharmaceutmal and biopharmaceutical industries are subject to intense competition and rapid
technologlcal change. We believe that our ability to compete successfully will depend on a number of
factors including our ability to develop safe and efficacious products, our timely receipt of regulatory
approval%, our ability to manufacture products at commercially acceptable costs, secure adequate
reimbursement and the implementation of effective marketing campaigns by us or our marketing and
dlstnbutlon partners. We may not be able to successfully develop safe and efficacious products, obtain
timely regulatory approvals, manufacture products at commercially acceptable costs, secure adequate
re!mbursement market our products alone or with our partners, gain satisfactory market acceptance or
otherwnse successfully compete in the future.

We have many competitors currently developing and/or marketing IV iron replacement therapy
productsfor MRI contrast agents, many of whom have substantially greater capital and other resources
than we do and represent significant competition for us. These companies may succeed in developing
technologies and products that are safer, more effective or less costly than any that we may develop, and
may be more successful than we are in developing, manufacturing and marketing products. In addition, our
collaborators are not restricted from developing and marketing certain competing products and, as a result
of certam cross-license agreements with our competitors (including one of our collaborators), our
Competltors will be able to utilize clements of our technology in the development of certain competing
contrast agents. We may not be able to compete successfully with these companies. Further technological
and prodhct developments may make other iron replacement therapy products more competitive than [V
iron products or other imaging modalities more compelling than MRI, and adversely impact sales of our
iron replacement therapy and imaging products.

Addluonally, although we believe ferumoxytol will offer advantages over existing products in the IV
iron replacement therapy market, competing I'V iron replacement therapy products may receive greater
acceptance. The 1V iron replacement market is highly sensitive to several factors including, but not limited
to, the ability to obtain appropriate reimbursement, price competitiveness, and product characteristics such
as dosing regimens. In particular, the IV iron replacement market is extremely sensitive to the perceived
relative s:éfely profiles of the various IV iron replacement therapeutics, and it will be critical for us to be

i
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able to demonstrate that ferumoxytol’s safety profile is as good or better than that of other [V iron f
replacement products in order to be competitive in the marketplace. In addition, market acceptance pf
MRI as an appropriate technique for imaging the lymphatic system and the use of our products as part of
such imaging is critical to the success of Combidex, if approved. Although we believe that our contrast
agents offer advantages over competing MRI, CT or x-ray contrast agents, competing contrast agents
might receive greater acceptance. Additionally, to the extent that other diagnostic techniques may be:
perceived as providing greater value than MRI, any corresponding decrease in the use of MRI couldjhave
an adverse effect on the demand for our contrast agent products. {
We are currently subject to litigation with one of our marketing partners, the unfavorable outcome aof which mtght

have a material adverse effect on our business. '

A lawsuit has been filed against us by one of our current marketing partners, Cytogen, aileging b'reach
of contract, fraud, unjust enrichment, and breach of the implied covenant of good faith and fair dealmg
relating to a licensing agreement entered into between Cytogen and us in 2000, as amended. We bel1eve
the lawsuit has no merit and we plan to conduct a vigorous defense of the claims set forth in the complaint.
Due to the fact that Cytogen is secking unspecified damages and that the case is still in its early stage;s we
cannot at this time predict the outcome of the case nor estimate the possible Joss or range of loss we could
incur if there were an unfavorable outcome with respect to this litigation. In addition to the expense dnd
burden incurred in defending this lawsuit and any damages that we may suffer, our management’s efforts
and attention may be diverted from our ordinary business operations in order to address these cialmsI If
the final resolution of this lawsuit is unfavorable to us, our financial condition, results of operations, cash
flows and liquidity might be materially adversely impacted since our existing insurance policies do not
cover this matter.

i
!
We may need additional capital to achieve our business objectives. |

We have expended and will continue to expend substantial funds to complete the research, |
development, clinical trials, applications for regulatory approvals, market conditioning and other activitics
necessary to achieve final commercialization of our product candidates, ferumoxytol as an 1V iron
replacement therapeutic and Combidex. In particular, we anticipate that the high levels of expenditures
related to our development activities will continue due to the conduct of our development program for
ferumoxytol as an IV iron replacement therapeutic, our preparation of the NDA for ferumoxytol, and our
development of a sales and marketing function, and that our cash-burn rate will continue to increase in the
near- and long-term. Qur near- and long-term capital requirements will also depend on additional factors,
including, but not limited to,

e the progress of, and our ability to successfully complete, development of ferumoxytol as an IV iron

replacement therapeutic in a timely manner and within our projected budget; I
|

« our need to hire additional staff and lease additional office space as part of our commercnailzatlon
efforts for ferumoxytol as an IV iron replacement therapeutic, including our efforts to build an
internal sales and marketing function; |

» the costs associated with preparing for commercial-scale manufacturing of ferumoxytol as an IV
iron replacement therapeutic and Combidex; : i

« our ability to successfully obtain regulatory approvals for our product candidates, including 01!.1r
ability to satisfy the conditions specified by the FDA for approval of Combidex; i

o the magnitude of product sales and royalties;

e our ability to establish additional development and marketing arrangements or to enter into
alternative strategic relationships, if needed,

¢ reimbursement from governmental and other third party payors;
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o the costs involved in filing, prosecuting and enforcing patent claims; and

. oqr ability to raise additional capital on terms and within a timeframe acceptable to us.

We éstimate that our existing cash resources, combined with cash we currently expect to receive from
other sources, excluding new financings, will be sufficient to finance our operations, including projected
operating expenses and research and development costs related to the development program for
ferumoxytol as an 1V iron replacement therapeutic, for at least the next twelve months. Thereafter, we may
require additional funds or need to establish alternative strategic arrangements to continue our research
and development activities, including our ferumoxytol and Combidex development programs, to conduct
future clihical trials for ferumoxytol in new indications, and to market and sell our products. We may seek
needed fundmg through arrangements with collaborative partners or through public or private equity or
debt financings. We may not be able to obtain financing or to secure alternative strategic arrangements on
acceptable terms or within an acceptable timeframe, if at all. Any additional equity financings or
alternan{le strategic arrangements would likely be dilutive to our stockholders. In addition, the terms of
any debt; financing could greatly restrict our ability to raise additional capital and may provide rights and
preferences to the investors in any such financing which are not available to current stockholders. Our
inability t to raise additional capital on terms and within a timeframe acceptable to us when needed could
force vs to dramatically reduce our expenses and delay, scale back or eliminate certain of our activities and
operations, including our research and development activities, any of which could have a material adverse
effect on:our business, financial condition and results of operations.

Our oper?zting results will likely fluctuate so you should not rely on a good or bad quarter to predict how we will
perform (.'wer time.

Our future operating results will likely vary from quarter 1o quarter depending on a number of factors
mcludmg

. the timing and magnitude of external research and development expenses, in particular, those
related to our development program for ferumoxytol as an I'V iron replacement therapeutic;

. 'the timing and likelihood of FDA approval of Combidex, including the magnitude of potential costs
wfe may incur, to satisfy the conditions specified by the FDA for approval of Combidex;

. the variable nature of our product sales to our marketing partners and the batch size in which our
products are manufactured;

. uneven demand for our products by end users which affects the royalties we receive from our

marketmg partners;

|
« the magnitude of future non-cash accounting charges we expect to record to expense in a given

perlod as a result of our adoption of Statement of Financial Accounting Standards No. 123R or
SFAS 123R,

. lhe timing of our recognition of deferred revenue, which is affected by fluctuations in our activities
under our license and marketing agreement with Cytogen; and

* the extent of and changes in reimbursement for our approved products from government health
a'dministration authorities, private health insurers and other third-party payors.

As’ a result of these and other factors, our quarterly operating results could fluctuate, and this
ﬂuctuatlon could cause the market price of our common stock to decline. Results from one quarter should

not be used as an indication of future performance.

|
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We need to maintain, and possibly increase, our manufacturing capabilities in order to commercialize our
products. i

[

We manufacture bulk Feridex IV, and GastroMARK, as well as Feridex L V. finished product, for sale
by our marketing partners, Combidex bulk product for use in non-Phase 111 clinical trials and ferumoxytol
for use in human clinical trials, in our Cambridge, MA manufacturing facility. Pending FDA approval, we
intend to manufacture ferumoxytol finished product and Combidex formulated drug product in bulk'at our
manufacturing facility as well. This facility is subject to current Good Manufacturing Practices regulations
prescribed by the FDA, or cGMP, We may not be able to continue to operate at commercial scale in:
compliance with cGMP regulations. Failure to operate in compliance with cGMP regulations and other
applicable manufacturing requirements of various regulatory agencies could delay our development efforts
and impede product sales due to the unavailability of our products and product candidates. In addition, we
are dependent on contract manufacturers for the final production of Combidex and do not currently have
any long-term contracts in place with any third-party manufacturers to conduct this work. In the event that
we are unable to arrange final manufacturing for Combidex, if approved, we will not be able to develop and
commercialize this product as planned. Additionally, we may not be able to enter into agreements for the
manufacture of future products with manufacturers whose facilities and procedures comply with cGMP
regulations and other regulatory requirements. Furthermore, such manufacturers may not be able to
deliver required quantities of product that conform to specifications in a timely manner.

We currently have only one manufacturing facility at which we produce limited quantities of
ferumoxytol. Although we have tested scale-up for production of ferumoxytol, when we manufacture
ferumoxytol in larger volumes for commercial sale, we could experience higher than anticipated material,
labor and overhead costs per unit. Additionally, manufacturing and quality control problems may arise as
we increase our level of production. We may not be able to increase our manufacturing capacity in a timely
and cost-effective manner, and we may experience delays in manufacturing ferumoxytol. Furthermore, if
we fail to attract and retain key members of our manufacturing or quality control departments, we may be
unable to manufacture our products and product candidates in a timely manner, which could delay our
product sales and development efforts.

If we are unable to consistently manufacture our products on a timely basis because of these or other
factors, we will not be able to meet anticipated demand. As a result, we may lose sales and fail to generate
increased revenue.

We have a limited number of customers and are dependent on our collaborative relationships.

Our strategy for the development, commercialization and marketing of our product candidates in the
past has been to enter into strategic relationships with various corporate partners, licensees and other
collaborators. We rely on a limited number of marketing and distribution partners to market and sell our
approved products, Feridex 1.V. and GastroMARK, both in the United States and in foreign countries, and
we depend on these strategic partners for a significant portion of our revenue. Three companies, Berlex,
Guerbet and Mallinckrodt, Inc. (a division of Tyco-Healthcare), accounted for 41%, 37% and 11%,
respectively, of our revenues in fiscal 2006. A decrease in revenue from any of our significant marketing or
distribution partners would impair our overall revenues. In some cases, we have granted exclusive rights to
these partners. If these partners are not successful in marketing our products, or if these partners fail to
meet minimum sales requirements or projections, our ability to generate revenue would be substantially
harmed. For example, to date, we have not generated significant revenues on royalties from the sale of our
approved products by our marketing partners. In addition, we might incur further costs in an attempt to
enforce our contractual rights, renegotiate agreements, find new partners or market our own products, In
some cases, we are dependent upon some of our collaborators to manufacture and market our products,
We may not be able to derive any revenues from these arrangements. If any of our collaborators breaches
its agreement with us or otherwise fails to perform, such event could impair our revenue and impose
additional costs on us. In addition, many of our corporate partners have considerable discretion in electing
whether to pursue the development of any additional products and may pursue technologies or products
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either onitheir own or in collaboration with competitors. Given these and other risks, our current and
future collaboratlve efforts may not be successful Failure of these efforts would materially adversely
impact our ability to generate revenue from product sales, thereby decreasing the amount of cash from
operauons available to support our development efforts for our existing product candidates in

' development

Due. to the high cost of our research and development activities, in particular the cost of clinical trials
and preparatlon of an NDA for filing with the FDA for ferumoxytol as an I'V iron replacement
therapeutlc our inability to secure strategic partners or alternative strategic arrangements could limit our
ability to |t‘:ontmue developing ferumoxytol or florce us to raise additional capital through alternative means
which may not be available to us on acceptable terms or within an acceptable timeframe, if at all. Any delay
in, or termmatlon of, any of our research and development projects due to insufficient funds resulting from
lack of revenue from strategic partners or alternative capital raising or strategic arrangements would
reduce our potenttal revenues and negatively impact our stock price.

X
We may be unable to address the issues raised by the FDA in the March 2005 approvable letter with respect to
Combtdex and we may not be able to obtain FDA approval Jor Combidex.

Alth.ough we have received an approvable letter from the FDA with respect to Combidex, approval of
Combidex remains very uncertain and subject to the satisfaction of certain conditions imposed by the FDA
and final, resolutton of labeling. We may be un'able to address the conditions specified in the March 2005
approvable letter to the satisfaction of the FDA or we may be unable to satisfy these conditions in a timely
manner and/or without the expenditure of s1gn:1flcant additional resources, both financial and managerial,
Due to our limited resources and the priority we are placing on completion of the Phase 111 development
program f for ferumoxytol as an IV iron replacement therapeutic, we do not currently intend to sponsor
additional clinical studies for Combidex. If we lire unable to successfully address the concerns of the FDA
ina trmely manner, the NDA for Combidex may not be approved, or, if approved, may be approved for a
limited of much narrower indication. If we are unable to obtain approval or are unable 10 obtain approval
for our requested indication or if the FDA recommends labeling that imposes limitations on the use of
Combrdax our partners’ ability to market the product to the medical community may be prevented or
hindered! Any failure to successfully market and sell Combidex or any delay in these efforts would
51gn1f|eantly impair or delay our ability to generate future revenues from product sales of Combidex, reduce
the amount of cash generated from operdtlons: available to fund research and development or other
activities'and adversely impact the future prospects for our business.

I
Our succélss depends on our ability to attract and Iretain key employees.

Bec:l:luse of the specialized nature of our busmess we are highly reliant on our executive officers,
senior screntrsts regulatory and clinical professrondls and manufacturing and quality control personnel,
mcludmg our Chief Executive Officer and Pres1dent Brian J.G. Pereira, MD, our Executive Chairman,
Jerome Goldstein, and our VP of Scientific Operatlons Jerome Lewis. If we are unable to attract and
retain quallfred scientific, technical, clinical, regulatory and sales and marketing personnel for the
development activities conducted or sponsored by us, including our development program for ferumoxytol
as an [V jron replacement therapeutic, or we f|a1l to hire qualified people or lose the services of our key
personnel our product development efforts coulcl be delayed or curtailed. For example, in order to achieve
commercral success for ferumoxytol as an I'V i iron replacement therapeutic, we will have to either develop
our own mternal marketing and sales depdrtmlent including a direct sales force, enter into a collaborative
arrangement with a third party or parties to mlarket and sell ferumoxytol, or otherwise contract for these
services wrth a third party. If we market and sell ferumoxytol ourselves, we may not be able to successfully
recruit and retain the qualified marketing andlsales personnel that would be necessary to market and sell
ferumoxytol In addition, if we fail to attract and retain key members of our manufacturing or quality
control departments our ability to mdnufacture our products, or to manufacture our products in a timely

and cost; effectwe manner, could be hindered and our product sales and development efforts delayed.
l
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Furthermore, our expected expansion into areas and activities requiring additional expertise, such as late-
stage development and marketing and sales, will require the addition of new management personne! and
the development of additional expertise by existing management personnel, which would increase our
projected research and development costs and accelerate our need for additional financing. There is
intense competition for qualified personnel in the areas of our activities, and we may not be able to
continue to attract and retain the qualified personnel necessary for the development of our business. The
failure to attract and retain such personnel or to develop such expertise could impose significant limits on
our business operations and hinder our ability to successfully and efficiently complete our development
projects.

We cannot be certain that our products will be accepted in the marketplace.

For a variety of reasons, many of which are beyond our control, our products may not achieve market
acceptance or become commercially successful. If our products do not receive market acceptance for any
reason, it may limit sales of our products and reduce our revenues from royalties and direct sales, if any.
The degree of market acceptance of any of our products will depend on a number of factors, including:

o the establishment and demonstration in the medical community of the clinical efficacy and safety of
_our products;

» our products’ potential advantage over existing treatments or diagnoestic methods; and
¢ reimbursement policies of government and third-party payors, including insurance companies.

For example, even if we obtain regulatory approval to sell our products, physicians and health care
payors could conclude that our products are not safe or effective and decide not to use them to treat
patients. Qur competitors may also develop new technologies or products which are more effective or less
costly, or that'are perceived as more effective or cost-effective than our products. Physicians, patients,
third-party payors or the medical community in general may fail to accept or choose not to use any of the
products that we develop.

To date, we have not generated significant revenues on royalties from the sale of our approved
products by our marketing partners, and these products have not achieved broad market acceptance.
Feridex LV. and GastroMARK, approved in 1996 and 1997, respectively, represented an alternative
technology platform for physicians to adopt in MRI. Feridex L V. sales have decreased from their peak
based on changes in MRI technology and competition in the market, and we expect product sales of
Feridex 1.V. to remain at current low levels overall. Combidex, if approved, will represent a shift in the
diagnostic process that physicians could use to stage and monitor cancer patients that may not be adopted
by physicians. In addition, ferumoxytol, if approved as an IV iron replacement therapeutic, will represent
an alternative to existing products or procedures that might not be adopted by the medical community,
especially if it is perceived to not be as safe as other available products which are equally effective. If our
approved products or future products are not adopted by physicians, revenues will be delayed or fail to
materialize, and our ability to achieve profitability will be significantly adversely effected.

Our success is dependent on third-party reimbursement.

In both the United States and foreign markets, our ability to commercialize our products will depend
in part on the extent to which reimbursement for the costs of such products and related treatments will be
available from government health administration authorities, private health insurers and other third-party
payors. We expect that our products will be purchased by hospitals, clinics, dialysis centers, doctors and
other users that bill various third-party payors, such as Medicare, Medicaid and other government
insurance programs, and private payors including indemnity insurers and managed care organizations such
as health maintenance organizations. Most of these third-party payors provide coverage for [V iron
replacement therapeutics and for MRI for some indications but may not include a separate payment for
the use of an MRI contrast agent. Third-party private payors often mirror Medicare coverage policy and
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payment limitations in setting their own reimbursement payment and coverage policies. Reimbursement
rates vary depending on the procedure performed, the third-party payor, the type of insurance plan and
other factors.

l

In tlte United States, there have been, and we expect there will continue to be, a number of federal
and state proposals to reform the health care system. Significant uncertainty exists as to the reimbursement
status of newly-approved healthcare products and products which have competitors for their approved
rndtcatrons If Medicare or third-party payors do not approve our therapeutic products, MRI products
and/or related MRI procedures for reimbursement, or do not approve them for adequate levels of
retmbursement the adoption of our products may be limited. Sales may suffer as some physicians or their
patients will opt for a competing product that is approved for sufficient reimbursement, or some patients
may forgo the treatment or MRI procedure instead of paying out-of-pocket for costs associated with the
treatment or procedure and contrast agent, and our ability to generate revenue may be impaired. Even if
third- party payors make reimbursement available, these payors’ reimbursement policies may be
insufficient, which may negatively impact us and our corporate partners’ ability to sell our products on a
profitable basis.

Health care reform is an area of contmumg national and international attention and a priority of
many government officials. Future changes could impose limitations on the prices that can be charged in
the Umted States and elsewhere for our products or the amount of reimbursement availabte for our
products, from government agencies or third-party private payors. The increasing use of managed care
orgamzattons health maintenance organizations and the growing trend in capitated coverage as well as
contmued legislative proposals to reform healthcare and government insurance programs could
s1gnrf10dntly influence the purchase of healthcare services and products, resulting in lower prices and
reduced demand for our products which could harm our ability to proftt from product sales. In addition,
recent arid possible future legislation and regulations affecting the pricing of pharmaceuticals may change
rermbursement in ways adverse to us that may affect the marketing of our current or future products.
While we cannot predict the likelihood of adoption of any of these legislative or regulatory proposals, if the
government or a private third-party payor adopts these proposals, our ability to price our products at
desired levels would be adversely affected.

l.
Our success depends on our ability to maintain the proprietary nature of our technology.

We! rely on a combination of patents, trademarks, copyrights and trade secrets in the conduct of our
business! The patent positions of pharmaceutical and biopharmaceutical firms are generally uncertain and
involve complex legal and factual questions. We may not be successful or timely in obtaining any patents
for whtch we submit applications. The breadth of the claims obtained in our patents may not provide
srgmfrcant protection for our technology. The degree of protection afforded by patents for licensed
technologtes or for future discoveries may not be adequate to protect our proprietary technology. The
patents issued to us may not provide us with any competitive advantage. In addition, there is a risk that
others will independently develop or duplicate similar technology or products or circumvent the patents
issued to us.

Moreover patents issued to us may be contested or invalidated. Future patent interference
proceedmgs involving either our patents or patents of our licensors may harm our ability to commercialize
our products. Claims of infringement or violation of the proprietary rights of others may be asserted
against us. If we are required to defend against such claims or to protect our own proprietary rights against
others, |t could result in substantial costs to us and distraction of our management. An adverse ruling in
any l|t1gdt10n or administrative proceeding could prevent us from marketing and selling our products, limit
our development of our product candidates or harm our competitive position and result in additional
significant costs. In addition, any successful claim of infringement asserted against us could subject us to
monetary damages or injunction preventing us or our marketing partners from making or selling products.
We also may be required to obtain licenses to use the relevant technology. Such licenses may not be
ava1ldble on commercially reasonable terms, if at all.
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We currently hold approximately 19 U.S. patents and approximately 29 foreign patents, which expire
between the years 2007 and 2020, some of which are subject to extension under FDA regulations. Because
certain patents that cover our products will begin to expire in the coming years, the protection provided by
these patents will also begin to expire. OQur inability to commercialize our products prior to the expiration
of our patents could have a material adverse effect on our business, financial condition and prospects. In
the future, we may be required to obtain additional licenses to patents or other proprietary rights of others
in order to commercialize our products or continue with our development cfforts. Such licenses may not be
available on acceptable terms, if at all. The failure to obtain such licenses could result in delays in
marketing our products or our inability to proceed with the development, manufacture or sale of our
products or product candidates requiring such licenses. In addition, the termination of any of our existing
licensing arrangements could impair our revenues and impose additional costs which could limit our ability
to sell our products commercially.

The laws of foreign countries may not protect our intellectual property rights to the same extent as do
the laws of the United States. In countries where we do not have or have not applied for patents on our
products, we wilt be unable to prevent others from developing or selling similar products. In addition, in
jurisdictions outside the United States where we have patent rights, we may be unable to prevent
unlicensed parties from selling or importing products or technologies derived elsewhere using our

proprietary superparamagnetic iron oxide nanoparticle technology.

We also rely upon unpatented trade secrets and improvements, unpatented know-how and continuing
technological innovation to develop and maintain our competitive position, which we seek to protect, in
part, by confidentiality agreements with our corporate partners, collaborators, employees and consultants.
These agreements, however, may be breached. We may not have adequate remedies for any such breaches,
and our trade secrets might otherwise become known or be independently discovered by our competitors.
In addition, we cannot be certain that others will not independently develop substantially equivalent or
superseding proprietary technology, or that an equivalent product will not be marketed in competition with
our products, thereby substantially reducing the value of our proprietary rights.

We are exposed to potential liability claims and we may not be able to maintain or obtain sufficient insurance
coverage.

We maintain product liability insurance coverage for claims arising from the use of our products and
product candidates in clinical trials and commercial use. However, coverage is becoming increasingly
expensive and costs may continue to increase significantly particularly as our development program for
ferumoxytol continues, and we may not be able 10 maintain insurance at a reasonable cost. Furthermore,
our insurance may not provide sufficient coverage amounts to protect us against Hability that could deplete
our capital resources. We also may not be able to obtain commercially reasonable product liability
insurance for any product approved for marketing in the future, Qur insurance coverage and our resources
may not be sufficient to satisfy any liability or cover costs resulting from product liability claims. A product
liability claim or series of claims brought against us could reduce or eliminate our resources, whether or
not the plaintiffs in such claims ultimately prevail. In addition, pursuant 1o our certificate of incorporation,
by-laws and contractual agreements with our directors, and in order to attract competent candidates, we
are obligated to indemnify our officers and directors against certain claims arising from their service to us.
We maintain directors and officers’ liability insurance to cover such potential claims against our officers
and directors. However, this insurance may not be adequate for certain claims and deductibles apply. As a
result of our indemnification obligations and in instances where insurance coverage is not available or
insufficient, any liability claim or series of claims brought against our officers or directors could deplete or
exhaust our resources, regardless of the ultimate disposition of such claims. -

We are subject to environmental laws and potential exposure to environmental liabilities,

Because we use certain hazardous materials in the production of our products, we are subject to
various federal, state and local environmental laws and regulations that govern our operations, including
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the hancllimg and disposal of non-hazardous and hazardous wastes, and emissions and discharges into the
env1ronment Failure to comply with these laws and regulations could result in costs for corrective action,
pendltles or the imposition of other liabilities. We also are subject to laws and regulations that impose
liability and clean-up responsibility for releases of hazardous substances into the environment. Under
certain of these laws and regulations, a current or previous owner or operator of property may be liable for
the costs <:)f remediating the release or spill of hazardous substances or petroleum products on or from its
property, without regard to whether the owner or operator knew of, or caused, the contamination, and
such owner or operator may incur liability 10 third parties impacted by such contamination. The presence
of, or fall[ure to remediate properly the release or spill of, these substances could adversely affect the value
of, and opr ability to transfer or encumber, our real property.

|
We may bL unable to comply with continuing regulatory requirements even after our products have been approved
Jor marketmg

Evcp if we obtain regulatory approval for our product candidates, a marketed product and its
manufacturer are subject to continuing regulatory review. Noncompliance with the regulatory
reqmrements of the approval process at any stage may result in adverse consequences, including the FDA's
withdrawal of an approved product from the market or, under certain circumstances, the imposition of
criminal penalties. We may be restricted or prohibited from marketing or manufacturing a product, even
after obtaining product approval, if previousty unknown problems with the product or its manufacture are
subsequently discovered. Any such adverse consequence could limit or preclude our ability to sell our
producls commercially which would hinder our ability to generate revenue through royalties or direct sales

of our products

ITEM lB UNRESOLVED STAFF COMMENTS:

Noue

ITEM 2,‘1 PROPERTIES:

Ou_grll principal executive offices are located in a 16,400 square-foot leased facility located at
125 CambridgePark Drive, Cambridge Massachusetts. Qur manufacturing and quality control operations
are locatcd in a building we own comprised of approximately 25,000 square feet located at 61 Mooney
Street, Cambndge Massachusetts. Although we believe our existing facilities are adequate for our current
necds, lPese facilities will likely not be adequate for our longer-term needs if we continue our efforts to
commcrcmhzc ferumoxytol as an IV iron replacement therapeutic without the assistance of a strategic
partner or otherwise do not choose to contract with a third party to provide the necessary sales and
marketmg services for commercial launch of ferumoxytol. In the event we continue our efforts to build our
own sales and marketing function, we will need to hire substantial additional staff and lease additional
space. We believe that we will be able to lease additional space, if necessary, to house such additional
personnlel Although we have no present intention of doing so, if we decide to expand our manufacturing
capacity, we might not be able to do so on a timely basis, if at all, because the acquisition of, and required
regulatory approvals for, additional pharmaceutical manufacturing space can be time-consuming and
expenswe

!

ITEM 3. LEGAL PROCEEDINGS:

Or{ January 25, 2006, Cytogen filed a lawsuit against us in Massachusetts Superior Court. The
complamt includes claims of breach of contract, breach of implied covenant of good faith and fair dealing,
fraudulent misrepresentation and unjust enrichment and relates to a license and marketing agreement
entered into in August 2000 between us and Cytogen granting Cytogen certain rights to Combidex and to
ferumokytol for oncology imaging applications only. We filed an answer to the complaint asserting
numerous counterclaims, including breach of contract, defamation, tortious interference with
advantageous business relations, tortious interference with contract, abuse of process, and violation of the
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Lanham Act. We believe Cytogen’s lawsuit has no merit, and we plan to conduct a vigorous defense of the
claims set forth in the complaint. Due to the fact that Cytogen is seeking unspecified damages and that the
case is still in the early stages, we cannot at this time predict the outcome of the case nor estimate the
possible loss or range of loss we could incur if there were an unfavorable outcome with respect to this
litigation. In addition to the expense and burden incurred in defending this lawsuit and any damages that
we may suffer, our management’s efforts and attention may be diverted from our ordinary business
operations in order to address these claims. If the final resolution of this lawsuit is unfavorable to us, our
financial condition, results of operations, cash flows and liquidity might be materially adversely impacted
since our existing insurance policies do not cover this matter.

ITEM 4, SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS:

No matters were submitted to a vote of our security holders during the quarter ended
September 30, 2006.

Executive Officers of the Registrant;

Jerome Goldstein, 67, is a founder of Advanced Magnetics and served as our Chief Executive Officer,
Chairman of the Board of Directors and Treasurer from our organization in November 1981 until
November 2006, when he was appointed Executive Chairman. Mr. Goldstein also served as our President
from 1981 to 1997 and from February 2001 to November 2005. Mr. Goldstein was a co-founder of Clinical
Assays, Inc,, serving from 1972 to 1980 as Vice President and then as President.

Brian J.G. Pereira, MD, 48, was elected Chief Executive Officer of Advanced Magnetics in
November 2006 and President in November 2005. He has served as a member of our Board of Directors
since July 2004. Dr. Pereira served as President and Chief Executive Officer of the New England Health
Care Foundation, a physician’s group at Tufts-New England Medical Center from October 2001 to
November 2005, and held various other positions at Tufts-New England Medical Center from 1993 to
2001. He is a Professor of Medicine at Tufts University School of Medicine and at the Sackler School of
Biomedical Sciences of Tufts University. Dr. Pereira served as President of the National Kidney
Foundation from 2002 to 2004, and has served on the editorial board of twelve scientific journals. He also
serves as a director of the National Kidney Foundation, Wellbound Inc., and Satellite Health Care Inc. In
addition, Dr. Pereira is a member of the advisory boards of Amgen, Inc. and Sigma-Tau
Pharmaceuticals, Inc. along with several other organizations.

Michael N. Avallane, 55, joined us in July 2004 as Chief Financial Officer and has also been Vice
President of Finance since August 2004. From 2000 to 2004, Mr. Avallonc was employed at Boston
Biomedica, Inc., first as Corporate Controller and later as Vice President, Finance and Chief Financial
Officer. Prior to 2000, he served in a number of executive positions in accounting and finance at affiliates
of NSTAR (formerly BEC Energy).

Joseph L. Farmer, 34, joined us as General Counsel and Vice President of Legal Affairs and Assistant
Secretary in February 2005. Prior to joining us, Mr. Farmer was an associale in the business practice group
of the law firm Testa, Hurwitz and Thibeault, LLP in Boston, MA from September 1997 to February 2005,

Timothy G. Healey, 41, joined us in December 2006 as Senior Vice President of Commercial
Operations. Prior to joining us, Mr. Healey was Executive Director, CNS Marketing at Sepracor Inc. from
October 2004 to December 2006. Mr. Healey held various other positions of increasing responsibility at
Sepracor from March 2001 to October 2004,
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PARTII

ITEM 5. MARKET FOR REGISTRANT’S COMMON EQUITY, RELATED STOCKHOLDER MA'ITERS
AND ISSUER PURCHASES OF EQUITY SECURITIES:

From 1991 to June 2006, our common stock was traded on the American Stock Exchange under the
trading symbol “AVM.” As of June 27, 2006, our common stock began trading on the NASDAQ Global
Market under the trading symbol “AMAG.” The table below sets forth the high and low sale prices of our
: commomstock as reported to us by the American Stock Exchange and the NASDAQ Global Market for
each of the quarters of fiscal 2((}¢ and 2005.

)
b First Second Third  Fourth

J2006 High .. oovieei e e e een.. $1160 $39.35 $38.68 $37.57

LOW .« ettt e T 830 1101 2301 29.10
12005 3 7 1577 2425 1174 1270
; LOW .« e ettt et e e 1170 600 760 852

l
%

On November 15, 2006, there were approximately 174 stockholders of record, and we believe that the
number of beneficial holders of common stock was approximately 2,800 based on responses from brokers
to a search conducted by Georgeson Shareholder on our behalf. The last reported sale price of our
common ‘stock on November 15, 2006 was $43.14 per share. We have never declared or paid a cash

dividend on our common stock. We currently anticipate that we will retain all of our earnings for use in the
development of our business and do not anticipate paying any cash dividends in the foreseeable future.

The‘;:following table provides information about purchases by us during the quarter ended
September 30, 2006 of our equity securities that are registered pursuant to Section 12 of the Securities
Exchange Act of 1934, as amended. No purchases were made during the quarter by or on behalf of us by
any person or entity acting, directly or indirectly, in concert with us for the purpose of acquiring our
securities or by an affiliate of ours who, directly or indirectly, controls our purchases of such securities,
whose piirchases are controlled by us, or whose purchases are under common control with ours.

ISSUER PURCHASES OF EQUITY SECURITIES

i

| Total Number of Shares Maximum Number of
d Purchased as Partof - Shares that May Yet Be
'L Total Number of Average Price Paid  Publicly Announced Plans Purchased Under the

Period | Shares Purchased(1) per Share or Programs(2) Plans or Programs(2)
July 1 through July 31,
2006 .| ............. 11,898 $33.19 — —

August 1 through
Augusvt 31,2006.... — — — —

Septembj"er 1 through ,
Septeﬁ;nber 30, 2006, — _ — —

Total.. J....oeneen, 11,898 $33.19 — —

(1) Consists solely of shares tendered by current and former employees and directors as payment of the
exercise price of stock options granted in accordance with provisions of both our equity compensation
plans and individual stock option agreements.

(2) The Company does not currently have any publicly announced repurchase programs or plans.
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ITEM 6. SELECTED FINANCIAL DATA:

The selected financial data set forth below has been derived from our audited financial statements.
This information should be read in conjunction with the financial statements and the related notes thereto
included in Part II, Item 8 of this Annual Report on Form 10-K, “Management’s Discussion and Analysis
of Financial Condition and Results of Operations” included in Part 11, Item 7 of this Annuai Report on
Form 10-K, and other financial information included elsewhere in this Annual Report on Form 10-K.

For the years ended September 30,

2006 2003 2004 2003 2002
Statement of Operations Data:
Revenues:
Licensefees. . ............ooiiiian s, $§ 907418 $ 1,280867 § 2,747,695 $3,642,052 $ 4,020,617
Royalties . ..., 317,081 273,903 240,000 535,000 725,000
Productsales, . ...... ... .. ... . .. .... 1,448,888 890,398 768,189 600,444 965,820
Total revenues. .............. e 2,673,387 2,445,168 3,755,884 4,777,496 5,711,437
Costs and Expenses:- . _
Cost of productsales. ................. e 272,542 204,080 117,015 199,561 214,357
Research and development expenses* . . ... ... 21,294,448 12,037,549 6,083,839 4,458,980 4,029,115
Selling, general and administrative expenses® . , 8,011,125 3,337,589 2,219,777 1,770,402 1,712,234
Total costs and expenses. . ............... 29,578,115 15,579,218 8,420,631 6,428,943 5,955,706
Other Income (Expense):
Interest and dividend income, net ........... 1,574,971 419,435 169,547 112,730 255,928
Gains on sales of securities and derivative
INStrUmMents, AL, . . .....vvumeee e — — — 2,777,003 610,378
Write-down of marketable securities . . ....... — — - (644,310)  (2,331,956)
Other income (expense), net . .............. {35,231) — — 148,129 - 3,647
Total other income (expense). ............ 1,539,740 419,435 169,547 2,393,552 (1,462,003)
Income (loss) before provision for (benefit from)
iNCOME 1aXes . ... .....oovvrrrn. [T (25,364,988) (12,714,615) (4,495200) 742,105  (1,706,272)
Benefit fromincometaxes ................... — — — (124,752} —
Netincome {loss) . ........ooiiiiii i, $(25,364,988) $(12,714,615) §${4,495200} $§ 866,857 $(1,706,272)
Earnings {loss) per share—basic: . ... .. P $ (23D § (147) § (0.57) § 013 3 (0.26)
Earnings (loss) per share—diluted: ............ $ (231) § (147) § (0.57) § 012 § (0.26)
Weighted average shares outstanding used to
compute earnings (loss) per share: :
BasiC ..ot e 10,964,412 8,633,827 7,817,918 6,914,323 6,636,798

Diluted. ............. ... .l - 10,964,412 8,633,827 7817918 7,143,455 6,636,798

*  These costs include a combined non-cash charge of $4,003,249, of which $3,772,003 is associated with employee
stock-based compensation resulting from the company’s adoption in fiscal year 2006 of SFAS 123R. Costs and
expenses associated with fiscal years 2005, 2004, 2003 and 2002 do not include, and have not been revised to
reflect, non-cash accounting charges of approximately $1,263,000, $629,000, $330,000, and $297,000, respectively,
associated with employee stock-based compensation.

! September 30,
2006 2005 2004 2003 2002

Balance sheet data:
Working capital {current assets less current liabilities). . . $33,622,792 $21,211,412 $12,313,754 $22,579,478 314,233,904

Total @SSELS o .o vt e e $47,370,564 $28,201,082 $23.810,611 $29,365,613 $22,484,002
Long-term liabilities—deferred revenue ... ........... $ 1,795,407 § 2,584,894 § 3,134,435 § 5,265,669 $ 7,774,131
Stockholders equity .. ... $36,074,522 $22,379,159 $17,546,455 $20,918,075 $10,650,267
Cash dividends declared per common share, for the year

ended: .. ... $ — % — 3§ — 3 — 3 —
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ITEM 7. ‘MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND
RESULTS OF OPERATIONS:

Except for the historical information contained herein, the matters discussed in this Annual Report on
Form 10: K may be deemed to be forward-looking statements that involve risks and uncentainties. We make such
forward- Iookmg statementis pursuant to the safe harbor provisions of the Private Securities Lz!zganon Refonn
Act of 1995 and federal securities laws. In this Annual Report on Form 10-K, words such as “may,” “will,”

“expects,? ; “intends,” and similar expressions (as well as other words or expressions referencing future events,
cana'mons or circumstances) are intended to identify forward-looking statements. Qur actual results and the
timing of certain events may differ materially from the results discussed, projected, anticipated or indicated in
any forward locking statements. Any forward-looking statement should be considered in light of factors
discussed in this Part I, Item 1A above under “RISK FACTORS” and elsewhere in this Annual Report on
Form 10, 'K We caution readers not to place undue refiance on any such forward-looking statements, which
speak only as of the date they are made. We disclaim any obligation, except as specifically required by law and
the rules pf the United States Securities and Exchange Commission, or SEC, to publicly update or revise any
such statements to reflect any change in company expectations or in events, conditions or circumstances on
which any such statements may be based, or that may affect the likelihood that actual results will differ from
those set forth in the forward-looking statements.

Ovewiewli'

Advanced Magnetlcs Inc. was incorporated in Delaware in November 1981 and is a developer of
superparamagnenc iron oxide nanoparticles used in pharmaceutical products. We are dedicated to the
development and commercialization of our proprietary nanoparticle technology for use in therapeutic iron

ompoupds to treat anemia as well as novel imaging agents to aid in the diagnosis of cancer and
cardiovascular disease. We have two approved products, Feridex 1.V.® and GastroMARl_(®, and two
product Fandidates, ferumoxytol and Combidex®.

Ferumoxytol, the key product in our development pipeline, is in Phase III multi-center clinical trials
for use as an intravenous, or IV, iron replacement therapeutic in chronic kidney disease patients, whether
or not on dialysis. We have completed enrollment in three of our four pivotal Phase 111 clinical studies for
ferumoxytol as an 1V iron replacement therapeutic. Two of the studies in which enrollment is complete
were ldentlcal efficacy and safety studies each of which enrolled 304 non-dialysis-dependent chronic kidney
disease, or NDD-CKD, patients comparing two doses of 510 mg ferumoxytol to oral iron. The other
completed study was a safety study in 750 NDD-CKD and dialysis-dependent chronic kidney disease, or
DD- CKl") patients comparing a single dose of 510 mg ferumoxytol to placebo. Enrollment in a multi-
center efficacy and safety study in hemodialysis-dependent chronic kidney disease, or HD-CKD, patients is
currently planned to complete enrollment by the end of the first quarter of calendar year 2007. Based on
our current estimates of the timing of completion of the HD-CKD study and our efforts to prepare and
finalize the submission of the New Drug Application, or NDA, for ferumoxytol, we currently plan to
submit the NDA for ferumoxytol as an IV iron replacement therapeutic to the U.S. Food and Drug
Administration, or FDA, during the second half of calendar 2007.

Combidex, our other product under development, is an investigational functional molecular imaging
agent consisting of iron oxide nanoparticles for use in conjunction with magnetic resonance imaging, or
MR, to aid in the differentiation of cancerous from normal lymph nodes. In March 2005, we received an
approvable letter from the FDA with respect to Combidex, subject to certain conditions. We are working
with ourf,tEuropean partner, Guerbet SA, or Guerbet, on the potential presentation to the FDA of
additional data from a Phase 11 study sponsored by Guerbet in patients with pelvic cancers, including
prostate; bladder, cervical and uterus cancer, which we hope will address the concerns raised in the
March ZOOS approvable letter. We hope to be able to announce our strategy for responding to the
March 2005 approvable letter during calendar 2007, However, until our evaluation of the additional data
from Glj::erbet is complete and we meet with the FDA to discuss our intended response to the March 2005
approvable letter, we cannot predict with certainty the timing or likelihood of our ability to satisfy the
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conditions specified by the FDA for approval of Combidex. Due to our limited resources and the priority
we are placing on completion of the Phase 111 development program for ferumoxytol as an iron
replacement therapeutic, we do not currently intend to sponsor additional clinical studies for Combidex.

Feridex LV., our liver contrast agent, is currently approved and marketed in Europe, the United States
and other countries. GastroMARK, our oral contrast agent used for delineating the bowel in MRI, is also
approved and marketed in Europe, the United States and other countries.

From 1991 to June 26, 2006, our common stock was traded on the American Stock Exchange under
the trading symbol “"AVM.” As of June 27, 2006, our common stock began trading on the NASDAQ
Global Market under the trading symbol “AMAG.”

Results of Operations
Fiscal 2006 Compared to Fiscal 2005
Revenues .

Total revenues were $2,673,387 and $2,445,168 for the fiscal years ended September 30, 2006 and
2003, respectively, representing an increase of approximately 9%. The increase in revenues was primarily
the result of increased sales of Feridex I.V. and GastroMARK, partially offset by the recognition of a lower
amount of deferred license fee revenue from a license and marketing agreement with Cytogen. Three
companies were responsible for approximately 89% of our revenue during the fiscal year ended
September 30, 2006. Berlex represented approximately 41% of our revenue, Guerbet represented
approximately 37% of our revenue, and Mallinckrodt represented approximately 11% of our revenue in
the fiscal year ended September 30, 2006. Qur revenues for each of the fiscal years ended September 30,
2006 and 2005 consisted of the following:

Years Ended September 30,

2006 2003 $ Change % Change
Revenues: _
License fEees ..ovvivr it $ 907,418 $1,280,867. $(373,449) (29Y%
Royalties. ..o, S 317,081 273,903 43,178 - 16%
Product sales .....oveiiiiii e 1,448,888 890,398 558,490 63%
TOtal FEVENUES .+ v vereeiieee e e veeaeenaes $2,673,387 32,445,168 § 228,219 9%

. License Fee Revenue

All of our license fee revenue for the fiscal years ended September 30, 2006 and 2005 consisted of
deferred license fee revenue related to a license and marketing agreement signed with Cytogen in fiscal
2000 and deferred license fee revenue associated with a license and marketing agreement with Berlex
signed in fiscal 1995.

In August 2000, we entered into a license and marketing agreement with Cytogen in which, among
other things, we granted Cytogen exclusive United States marketing rights to Combidex. At the time of
signing that agreement, we received shares of common stock of Cytogen with a market value of
$13,546,875 as a non-refundable licensing fee. We determined to account for the revenue associated with
this fee over the development period of the products subject to the agreement as costs were incurred. The

- entire amount of the license fee was booked as deferred revenue upon signing the agreement. Recognition -

of the remainder of the deferred revenue associated with this agreement, which was $394,979 as of
September 30, 2006, is expected to occur when currently projected expenses are incurred in connection
with our efforts to obtain the approval of Combidex. We increased our projected future research and
development expenses associated with the Cytogen agreement as of September 30, 2006, based upon our
then estimate of the cost of future efforts that might be required to obtain approval of Combidex, as
compared to the estimate of such costs as of September 30, 2005. As a result, our revenue associated with
the Cytogen agreement in the fiscal year ended September 30, 2006 decreased as compared with the year
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ended September 30, 2005. In the fiscal years ended September 30, 2006 and 2005, respectively, we

recorded to income $169,663 and $543,112 of previously deferred licensing revenue associated with our
license and marketing agreement with Cytogen. Revenue recognition during each fiscal year was based
upon costs incurred to date compared to our then current estimate of costs we may incur in connection
with our efforts to obtain approval of Combidex. We expect future license fee revenue to continue to

fluctuate'from year to year due to changes in our activities under our license and marketing agreement

with Cyt(l)gen
In February 1995, we entered into a license and marketing agreement and a supply agreement with

Berlex, grantmg Berlex a product license and exclusive marketing rights to Feridex I.V. in the United States

and Canada In 1996, the parties agreed to remove Canada from the territories subject to the agreement.
Berlex pdld us non-refundable license fees and other fees in connection with the agreements. We have
determmed to account for the revenue associated with this agreement on a straight-line basis over the term
of the agreemem due to the existence of an established contract period. The agreement expires in 2010 but
can be termmaled earlier upon the occurrence of certain specified events.

Totgl license fee revenue for each of the fiscal years ended September 30, 2006 and 2005 was
recogmzed as follows:

l. Years Ended September 30,

5 2006 2005 $Change % Change
Deferred license fee revenue recognized in '
cormeetlon with the Cytogen agreement .......... $169,663 § 543,112 $(373,449) (69)%
Deferred license fee revenue recognized in
connection with the Berlex agreement ............ 737,755 737,755 —_ —
Total. i ........................................ $907,418 $1,280,867 $(373,449) (29)%
Royclllty Revenue

Royaltles increased $43,178, or 16%, to $317,081 for the fiscal year ended September 30, 2006,
compared with royalties of $273,903 for the fiscal year ended September 30, 2005. The increase in royalties
was primarily associated with an increase in sales of GastroMARK by two of our marketing partners and
payment variations by end users for our marketed products. Royalty payments can fluctuate based on
uneven demand andfor payment variations by end users for our marketed products, Feridex I.V. and
GasrroAMRK We expect royalties to general]y remain at current levels due to the competitive landscape
for our marketed preducts. With our permission, one of our foreign distributors, Eiken, began the process
of wnthdrawmg Feridex 1.V. as an approved product with the appropriate regulatory authorities in Japan.

We expect the withdrawal and the termination of our agreement with Eiken to take effect in early calendar

year 2007 Revenues from Eiken amounted to approximately $47,000 and $19,000 in the fiscal years ended
Septemb;fer 30, 2006 and 2005, respectively. Accordingly, the termination of this agreement is not expected
10 have q material impact on our future results of operations.

Procjiuct Sale Revenue

Product sale revenue for each of the fiscal years ended September 30, 2006 and 2005 consisted of the
followmg:

P Years Ended September 30,

I 2006 2005 $ Change % Change

Feridex LV. .........ccooiiiiiiiiiiiiii i $ 619,048 $378,007 $241,041 64%
GastroAl"ARK ..................................... 729,017 427 864 301,153 70%
Combidex.................. e e 100,823 84,527 16,296 19%
Total.';! .......................................... $1,448 B88  $R890,398 $558,490 63%
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The increase in product sale revenue in the fiscal year ended September 30, 2006 as compared to the
fiscal year ended September 30, 2005 was primarily the result of an increase in sales of both Feridex L V.
and GastroMARK to our marketing partners. Product sales fluctuate from period to period largely as a
result of unpredictable annual product demand by end users and the batch size in which our products are
manufactured and shipped, which creates uneven purchasing patterns by our marketing partners. Due to
the historically low volume of our product sales, the impact of inflation is immaterial. We expect revenue
from product sales will continue to fluctuate from period to period as a result of these factors. Product
sales in the fiscal years ended September 30, 2006 and 2005 included the sale of bulk Combidex 10 one of
our foreign marketing partners for research and development purposes.

Costs and Expenses
Cost of Product Sales

We incurred costs of $272,542 associated with product sales during the fiscal year ended
September 30, 2006 compared to costs of $204,080 associated with product sales during the fiscal year
ended September 30, 2005. This constituted approximately 19% and 23% of product sales during the fiscal
year ended September 30, 2006 and 2005, respectively. The cost of product sales and therefore our gross
margins are dependent on the mix of customers, prices we charge for our products, product mix, changes in
unit volume and production efficiencies.

Research and Development Expenses

Research and development expenses include external expenses, such as costs of clinical trials, contract
research and development expenses, consulting fees and professional fees and expenses, and internal
expenses, such as compensation of employees engaged in research and development activities, the
manufacture of limited quantities of product needed to support research and development efforts, related
costs of facilities, and other general costs related to research and development.

Research and development expenses for each of the fiscal years ended September 30, 2006 and 2005
consisted of the following: '

Years Ended September 30,

2006 2005 $ Change % Change
External Research and Development Expenses
Ferumoxytol in Iron Replacement Therapy. . . $14,694,020 § 6,522,648 $8,171,372 125%
Ferumoxytolin MRA . ..................... 117,201 159,752 (42,551) (2N%
Combidex .........oviiiiiiiiii e, 203,511 584,657 (381,146) (65)%
Otherexternal costS . .......oviiinieennnn, 521,588 299 564 222,024 74%
Total, oo e e e $15,536,320 $§ 7566621 $7,969,699 105%
Internal Research and Development Costs ... .. 5,758,128 4,470,928 1,287,200 29%
Total Research and Development Costs. ........ $21,294,448 $12,037,549 $9,256,899 77%
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The increase in total research and development expenditures incurred in the fiscal year ended
Septemﬂer 30, 2006 as compared to the fiscal year ended September 30, 2005 was attributable to increased
externallcosts of $7,969,699 and increased internal costs of $1,287,200. The increase in both external and
internal costs is due largely to increased expenditures associated with the development program for
ferurnoxytol as an IV iron replacement therapeutic as we ramped up enrollment and moved our Phase 111
clinicat trials toward completion. Internal costs for the fiscal year ended September 30, 2006 include a non-
cash charge of $722,124, which represents the rescarch and development portion of the $3,772,003 non-
cash charge associated with employee stock-based compensation resulting from the adoption of
SFAS 123R combined with higher wages associated with an increased level of staffing. Research and
development expenses associated with the prior fiscal year do not include, and have not been revised to
reflect, a non-cash accounting charge associated with employee stock-based compensation. External
research and development costs incurred in the fiscal year ended September 30, 2006 include $27,125,
which represents the research and development portion of the $231,246 non-cash charge associated with
consultant stock-based compensation compared to a non-cash charge of $341,127 in fiscal 2005. We expect
research and development fees to continue to increase in fiscal 2007 as a result of our planned engagement
of consultants and other third parties to assist with the preparation of the ferumoxytol NDA submission. In
addmon we expect research and development related compensation costs to increase in fiscal 2007 based
on an annual incentive compensation program for cur employees recently approved by our Board of
Dlrectors which will provide retroactive bonuses for fiscal 2006 and certain bonus opportunities for
fiscal 2007

There was a decrease of $381, 146 for Combidex-related external costs in fiscal 2006 compared to fiscal
2005, a portlon of which was attributable to our preparation for, and participation in, the March 2005
Oncologic Drugs Advisory Committee, or ODAC, meeting. The Company expects Combidex-related
research and development expenses to increase in fiscal 2007 as compared to 2006 as we move to finalize
our plan for responding ta the March 2005 approvable letter we received with respect to Combidex.

Th_‘i‘rough the end of fiscal 2000, we incurred aggregate internal and external research and development
expenses of approximately $6,550,000 related to pre-clinical and toxicology studies of ferumoxytol. Since
the end of fiscal 2000 and through the fiscal year ended September 30, 2006, we incurred aggregate
external research and development expenses of approximately $26,300,000 related to pre-clinical activities
and clanlcal trials in connection with ferumoxytol. We currently estimate that the future cost of the external
efforts necessary to complete development of ferumoxytol as an IV iron replacement therapeutic will be in
the range of approximately $11 to $13 million over approximately the next 12 months. Qur estimate of
external costs to complete development of ferumoxytol as an 1V iron replacement therapeutic increased by
approximately $2 million from our estimate as of June 30, 2006 due primarily to an increase in our
estlmated costs of third party service providers which we will need to engage to provide data management
and study report drafting services to assist with our NDA submission. These external costs could increase,
however, if we experience significant delays in our clinical development program due to slow enrollment,
unexpected results from our clinical sites that affect our ability to complete the studies in a timely manner,
inadequate performance or errors by third-party service providers, or any deficiencies in the design or
oversight of these studies by us, or if we need to conduct additional clinical trials or we otherwise
experie:n'ce a delay in the submission of our NDA for ferumoxytol as an IV iron replacement therapeutic.

We incurred aggregate internal and external research and development expenses of approximately
$13, 500 000 through the end of fiscal 2000 in connection with the development of Combidex. Since fiscal
2000 and through the fiscal year ended September 30, 2006, we incurred additional external research and
development expenses of approximately $1,388,000, as well as additional internal research and
development costs related to our efforts to obtain FDA approval for Combidex.
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Selling, General and Administrative Expenses

Selling, general and administrative expenses for each of the fiscal years ended September 30, 2006 and
2005 consisted of the following:

Years Ended September 30,

. 2006 2005 $Change % Change

Compensation, payroll taxes and benefits ......... $5,300,018 $1,315,186 $3,984,832 303%
Professional and consultant fees. ................. 1,507,684 1,201,149 306,535 26%
Facilities, insurance and other ................... 1,203,423 821,254 382,169 47%

Total.....ooiv RUTUOU $8,011,125 $3,337,589 $4,673,536 140%

The increase in compensation, payroll taxes and benefits for the fiscal year ended September 30, 2006
as compared to the fiscal year ended September 30, 2005 was largely due to the adoption of SFAS 123R
which resulted in a total non-cash expense of $3,772,003 associated with employee stock-based
compensation, of which a total of $3,049,879 was charged to selling, general and administrative expenses in
the fiscal year ended September 30, 2006. An additional $204,121 of non-cash expense associated with
consultant stock-based compensation was also charged to selling, general and administrative expenses in
the fiscal year ended September 30, 2006. Selling, general and administrative expenses associated with the
fiscal year ended September 30, 2005 do not include, and have not been revised to reflect, a non-cash
accounting charge associated with stock-based compensation. A portion of the increase in selling, general
and administrative expense was also due to an increase in the overall average salary level of our employees,
an increase in the number of employees and increased recruiting expenses. At September 30, 2006, the
amount of unrecorded expense associated with the adoption of SFAS 123R attributable to future periods
for employee stock-based compensation was approximately $7,613,000, of which $7,078,000 was associated
with stock options and $535,000 was associated with restricted stock units. Such amounts will be amortized,
in varying amounts, to research and development or general and administrative expense, on a straight line
basis over a weighted average amortization period of approximately three years. These future estimates are
subject to change based upon a variety of future events which include, but are not limited to, changes in
estimated forfeiture rates, and the issuance of new options.

We expect compensation and benefit costs included in selling, general and administrative expenses to
continue to increase in fiscal 2007 as we continue our efforts to recruit additional staff, including sales and
marketing professionals and consultants to assist with the commercialization of ferumoxytol as an IV iron
replacement therapeutic. In addition, we expect compensation costs to increase in fiscal 2007 based on an
annual incentive compensation program for our employees recently approved by our Board of Directors
which will provide retroactive bonuses for fiscal 2006 and certain bonus opportunities for fiscal 2007.

Professional and consulting fees for fiscal 2006 increased as compared to the prior fiscal year. We
incurred increased expenses for professional fees in fiscal 2006 for consultants hired to assist with our
efforts to implement the internal control requirements of Section 404 of the Sarbanes-Oxley Act of 2002
and increased external audit fees associated with implementing these requirements in fiscal 2006. We
expect legal fees to increase in fiscal 2007 due to the expected cost of defending the Cytogen lawsuit.

The increase in facilities and other costs in fiscal 2006 is primarily associated with our March 2006
lease of additional office space. :
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Other Income

Othei!r income (net of expenses) for each of the fiscal years ended September 30, 2006 and 2005
consisted'of the following:

I" Years Ended September 30,

gj _ 2006 2005 $Change % Change
Interest mcome ................................ $1,641,287 $ 604,193  $1,037,094 172%
Amornza”tlon of premiums on purchased
investments. . ... (66,316)  (184,758) 118,442 64%
Loss on dlsposal of fixedassets................... (35,231) . = (35,231) —
g o1 R U $1,539,740 § 419,435 $1,120,305 267%

The mcrease in other income in the fiscal year ended September 30, 2006, as compared to the prior
fiscal year was primarily attributable to funds being invested in higher interest-bearing investments,
combined with a higher average total dollar amount of invested funds in the fiscal year ended
September 30, 2006 as compared to the fiscal year ended September 30, 2005 as a result of our March 2006
fmancmg (as described below in “Liquidity and Capltal Resources™).

.l

Income TETaxes

We had no annualized income tax provision for the fiscal years endéd September 30, 2006 and 2005,
as we incurred a loss in each of those fiscal years. Due to the uncertainty of the realizability of our deferred
tax assets including loss carryforwards, a full valuation allowance has been recorded as of September 30,
2006 and September 30, 2005 against these assets.
ia

Net Loss;L
it

For:ihe reasons stated above, there was a net loss of ($25,364,988), or ($2.31) per basic and diluted
share, fof:r the fiscal year ended September 30, 2006 compared to a net loss of ($12,714,615), or ($1.47) per
basic and diluted share for the fiscal year ended September 30, 2005.

Fiscal 20“;05 Compared to Fiscal 2004

Revenues

Total revenues for the fiscal year ended September 30, 2005 were $2,445,168 compared to $3,755,884
for the f}scal year ended September 30, 2004. The decrease in revenues was primarily the result of a
decrease in the recognition of deferred license fee revenue from a licensing and marketing agreement
covenng ‘Combidex, partially offset by an increase in product sales and royalties from our distribution and
marketmg partners. The majority of our revenue for the fiscal years ended September 30, 2005 and 2004
constltuted recognition of deferred revenue. Our revenues for each of the fiscal years ended September 30,
2005 and 2004 consisted of the following:

!’ Years ended September 30,

I 2005 2004 - $Change % Change
Revenues: ‘ '
Llcense =Y J $1,280,867 §$2,747.695 $(1,466,828) (53)%
Royaltles ................................... 273,903 240,000 33,903 14%
Produlct SAlES L. e e 890,398 768,189 122,209 16%
Total revenues....................oooouie $2,445,168 $3,755,884 $(1,310,716) (35)%

d
f
Ltcense Fee Revenue

AJI of our license fee revenue for the fiscal years ended September 30, 2005 and 2004 consisted of
deferred license fee revenue related to a license and marketing agreement signed with Cytogen in fiscal
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2000 and deferred license fee revenue associated with a license and marketing agreement with Berlex
signed in fiscal 1995,

We had increased our projected future research and development expenses associated with the
Cytogen agreement, as of September 30, 2005, based upon our then estimate of the cost of future efforts
that might be required to obtain approval of Combidex, as compared to the estimate of such costs as of
September 30, 2004. As a result, our revenue associated with the Cytogen agreement in the fiscal year
ended September 30, 2005 decreased as compared with the year ended September 30, 2004. In the fiscal
years ended September 30, 2005 and 2004, respectively, we recorded to income $543,112 and $2,009,940 of
previously deferred licensing revenue associated with our license and marketing agreement with Cytogen.

In both fiscal years ended September 30, 2005 and 2004, we recorded to income $737,755 of previously
deferred licensing revenue associated with our license and marketing agreement with Berlex.

Total license fee revenue for each of the fiscal years ended September 30, 2005 and 2004 was
recognized as follows:

Years Ended September 30,

2005 2004 $ Change % Change
Deferred license fee revenue recognized in -~
connection with the Cytogen agreement ... .. $ 543,112 $2,009,940 . $(1,466,828) (73)%
Deferred license fee revenue recognized in
connection with the Berlex agreement . ... ... 737,755 737,755 — —
Total. ... $1,280,867  $2,747,695  $(1,466,828)  (53)%
Royalty Revenue

Royalties increased $33,903, or 14%, to $273,903 for the fiscal year ended September 30, 2005,
compared with royalties of $240,000 for the fiscal year ended September 30, 2004. Royalty payments can
fluctuate based on uneven demand and/or payment variations by end users for our marketed products,
Feridex 1.V, and GastroMARK.

Product Sale Revenue

7 Product sale revenue for each of the fiscal years ended September 30, 2005 and 2004 consisted of the
following:

Years Ended September 30,

. 2005 2004 $ Change % Change

Feridex LV ... .. e $378,007 $431,823 $(53.816) (12)%
GastroMARK .. ... 427,864 336,366 91,498 27%
Combidex. ... 84,527 — 84,527 100%
Total ... $890,398 $768,189 $122.209 16%

The increase in product sale revenue in the fiscal year ended September 30, 2005 as compared to the
fiscal year ended September 30, 2004 was primarily the result of the sale of bulk Combidex to one of our
foreign marketing partners for research and development purposes. The increase was also partially due to
the fluctuation of our product sales to our marketing partners based on annual product demand by end
users and the batch size in which our products are manufactured and shipped, which create uneven
purchasing patterns by our marketing partners.
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Costs and ;Expenses
Cost of Product Sales

We lncurred costs of $204,080 associated with product sales during the fiscal year ended
September 30, 2005 compared to costs of $117,015 associated with product sales during the fiscal year
ended September 30, 2004, an increase of $87,065 or 74%. These costs constituted approximately 23% and
15% of pt'oduct sales during the fiscal years ended September 30, 2005 and 2004, respectively.

Resefzrch and Development Expenses

Research and development expenses for each of the fiscal years ended September 30, 2005 and 2004
cons:sted of the following:
tl

. ll Years Ended September 30,
4 2005 2004 $ Change % Change

External Research and Development Expenses :

Ferumoxytol in Iron Replacement Therapy. . ... $ 6,522,648 $1919,017 34,603,631 240%

Ferum‘bxytol iNnMRA . .........viiirireann. 159,752 114,063 45,689 40%

Combifiex ................................... 584,657 222,548 362,109  163%

Other éxternal Costs ........ovvevniineininns 299,564 134,861 164,703 122%

TOAl o e e ettt e e e $ 7,566,621 $2,390,489 $5176,132 217%
Internal Research and Development Costs . ... .. 4,470,928 3,693,350 777.578 21%
Total Research and Development Costs. . ... .. .. .. $12,037,549 $6,083839 $5953,710 98%

i
l
External costs associated with research and development expenditures were $7,566,621 in the fiscal

year ended September 30, 2005 as compared to external costs of $2,390,489 in the fiscal year ended
September 30, 2004, an increase of $5,176,132. In addition, internal costs associated with research and
development activities were $4,470,928 in the fiscal year ended September 30, 2005 compared to
$3,693,350 in the fiscal year ended September 30, 2004, an increase of $777,578. The increase in both.
external and internal costs was due largely to increased expenditures associated with the clinical
development program for ferumoxytol in iron replacement therapy as well as increased Combidex-related
expenses a portion of which was altrlbutable to our preparation for and participation in the March 2005
ODAC, meetlng

Thr:pugh the end of fiscal 2000, we incurred aggregate internal and external research and development
expenses of approximately $6,550,000 related to pre-clinical and toxicology studies of ferumoxytol. Since
the end of fiscal 2000 and through the fiscal year ended September 30, 2005, we incurred aggregate
external research and development expenses of approximately $11,510,000 related to pre-clinical activities
and clmlcal trials in connection with ferumoxytot.

We: lncurred aggregate internal and external research and development expenses of approximately
$13,500, 000 through the end of fiscal 2000 in connection with the development of Combidex. Since fiscal
2000 and through the fiscal year ended September 30, 2005, we incurred additional external research and
development expenses of approximately $1,185,400, as well as additional internal research and
developt_ltent costs related to our efforts to obtain FDA approval for Combidex.

i
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Selling, General and Administrative Expenses

Selling, general and administrative expénses for each of the fiscal years ended September 30, 2005 and
2004 consisted of the following:

Years Ended September 30,

2005 2004 $ Change % Change
Compensation, payroll taxes and benefits ........, - $1,315,186 $1,073,585 $ 241,601 23%
Professional and consultantfees.................. 1,201,149 455,716 745,433 164%
Facilities, insurance andother ................... 821,254 690,476 130,778 19%
Total .. $3,337,580  §$2,219,777 $1.117.812 50%

The increase in selling, general and administrative costs in the fiscal year ended September 30, 20085,
as compared to the fiscal year ended September 30, 2004, was primarily related to increased wage and
benefits expenses due to an increase in the overall average salary level of our employees, increased utility
costs, and increased professional fees related to consultants hired to assist with our efforts to implement
the internal control requirements of Section 404 of the Sarbanes-Oxley Act of 2002 and to our professional
fees associated with our evaluation, in the fiscal year ended September 30, 2005, of various strategic
opportunities. In addition, professional and consultant fees include a non-cash charge of approximately
$300,000 associated with stock options granted in fiscal 2005 10 these consultants.

Other Income

Other income for each of the fiscal years ended September 30, 2005 and 2004 consisted of the
following:

Years Ended September 30,

‘ 2005 2004 $ Change % Change
INterest INCOME ..ot vv i eieeieeeeeanns $ 604,193 § 382,738 $221,455 589%
Amortization of premiums on purchased investments..  (184,758)  ({213,191) 28,433 (13)%
Total ... $ 419435 $ 169,547 $249,888 147%

 The increase in other income in the fiscal year ended September 30, 2005, as compared to the fiscal
year ended September 30, 2004, was attributable to the higher level of interest income earned in the fiscal
year ended September 30, 2005 associated with the investment of the net proceeds from our June 2005
financing in interest-bearing investments and an overall increase in the size of our holdings in interest
bearing investments in fiscal 2005 as compared to fiscal 2004 combined with an increase in short term
interest rates. This increase in interest income was combined with decreased amortization expense of a
purchase premium, during the fiscal year ended September 30, 2005, associated with the January 31, 2005
maturity of a $4,935,000 U.S. Treasury Note which was previously purchased at an amount in excess of
face value.

Income Taxes

We had no annualized income tax provision for the fiscal years ended September 30, 2005 or 2004, as
we incurred a loss in each of those fiscal years. Due to the uncertainty of the realizability of our deferred
tax assets, including loss carryforwards, a full valuation allowance was recorded as of September 30, 2005
and 2004 against these assets.
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Net Loss ‘

For the reasons stated above, there was a net loss of ($12,714,615), or {$1.47) per basic and diluted
share, for\the fiscal year ended September 30, 2005 compared to a net loss of ($4,495,200), or ($0.57) per
basic and dlluted share, for the fiscal year ended September 30, 2004,

Liquidity.:and Capital Resources

We have financed our operations primarily through proceeds received from our marketing and
distribution partners, cash generated from our investing activities, and the sale of our equity securities.
Both our near- and long-term capital requirements will depend on many factors, including, but not limited
to, the followmg

. thg progress of, and our ability to successfully complete, development of ferumoxytol as an IV iron
ref)lacement therapeutic in a timely manner and within our projected budget;

. our need to hire additional staff and lease additional office space as part of our commercialization
efforts for ferumoxytol as an 1V iron replacement therapeutic, including our efforts to build an
mternal sales and marketing function;

J the costs associated with preparing for commercial-scale manufacturing of ferumoxytol as an IV

iron replacement therapeutic;
'I

. our ability 1o successfully obtain regulatory approvals for our products, including our ability to

satlsfy the conditions specified by the FDA for approval of Combidex;

I
. relmbursement from governmental and other third party payors;

) the magnitude of product sales and royalties;

« otr ability to establish additional development and marketing arrangements or to enter into
alternatlve strategic relationships;

. the costs involved in filing, prosecuting and enforcmg patent claims; and
. 0111_r ability to raise additional capital on terms and within a timeframe acceptable to us.

As o"f September 30, 2006, our short-term investment consisted of one U.S. Treasury Bill which
matured, cm November 16, 2006. In addition, we maintain most of our surplus cash primarily in money
market funds classified as cash equivalents. A significant decline in value of these money market funds
would rcsult in a substantial reduction in our total assets and cash available for daily operations. We have
limited msurance protection for these money market accounts available through the Securities Investor
Protectlon Corporation.

Cash and cash equivalents (which consist of cash on hand, money market funds and U.S. Treasury
Bilis havmg an original maturity of less than three momhs) and short- and long-term investments consisted

of the followmg

‘l ’ Years Ended September 30,

ﬂf 2006 2005 2004
Cash an(“i cashequivalents. .................iiiiiana.. $32,312,679  $11,332,088 § 9,391,363
Short-term INVeStMEents ... ..ovvvevivvr e iriiaan s 9,760,367 12,395,210 4,942 915
Subtotal. ... 42,073,046 23,727,298 14,334,278
Long-term investment ..........viviariiinranrneeaenn. — — 4,768,159
Total ca%h, cash equivalents and short- and long-term
investments .......................................... $42,073,046 $23,727,298 $19,102,437

;
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The significant increase in cash and cash equivalents as of September 30, 2006 compared to
September 30, 2005 is primarily the result of the receipt of net proceeds of approximately $31.7 million
- from our March 2006 public offering of common stock. The increase in cash and cash equivalents as of
September 30, 2005 compared to September 30, 2004 is primarily the result of our investment of $16.7
million in net proceeds from our June 2005 financing. Proceeds from the issuance of cur common stock, as
a result of both the cash exercise of stock options and/or warrants and shares issued pursuant to our
Employee Stock Purchase Plan during the fiscal years ended September 30, 2006, 2005 and 2004 were
$3,331,921, $578,400 and $1,080,148, respectively. As of September 30, 2006, we believe that our cash, cash
equivalents, and short-term investments, combined with cash we currently expect to receive from other
sources, will be sufficient to satisfy our future cash flow needs for at least the next twelve months, including
projected operating expenses and research and development costs related to our development program for
ferumoxytol as an IV iron replacement therapeutic.

Net cash used in operating activities was $15,716,855 in fiscal 2006 compared to net cash used in
operating activities of $11,995,284 in fiscal 2005. Cash received during fiscal 2006 included $1,610,313 from
customers, $317,081 of royalty payments from our distribution and marketing partners and $1,503,255 from
interest income associated with our investments in various U.S. Treasury Notes, U.S. Treasury Bills and
money market funds. Cash used in operating activities during the fiscal year ended September 30, 2006
included $19,147,504 paid to suppliers and employees primarily in connection with our overhead and
research and development activities. Cash received from sales to our marketing partners increased as a
result of increased cash collections associated with a higher level of product sales in fiscal 2006 as
compared to the prior fiscal year. The increase in cash paid to suppliers and employees in fiscal 2006, as
compared to the prior fiscal year, was principally due to cash outlays for increased wage and benefits costs
associated with an increase in our workforce combined with an increased level of payments made to third-
party contract research and development service providers associated with our ongoing clinical trial
activities.

We anticipate cash used in operating activities will increase over current levels in the next fiscal year
based primarily on expenses related to the ongoing development and commercialization programs for
ferumoxytol as an IV iron replacement therapeutic including expenses associated with preparation of our
NDA submission for ferumoxytol and costs associated with developing new indications for ferumoxytol in
the United States and/or planning and initiation of clinical trials outside the United States. Such expenses
include fees associated with third party service providers, wage and benefit costs associated with our recent
hiring and expected continued hiring of additional staff, increased wage and bonus levels for employees,
and our leasing of additional office space. A large cash outlay is expected in the first quarter of fiscal 2007
due 10 a change in billing practices by one of our clinical service providers as well as an increased level of
work performed by several other of our clinical service providers. Such amounts are included in accounts
payable and accrued expenses at September 30, 2006. We also expect a substantial increase in research and
development expenditures in fiscal 2007 in connection with intended efforts to qualify second source
suppliers and manufacturers. In addition, we expect cash used in operating activities to increase as we
finalize our strategy for responding to the FDA’s March 2005 approvable letter with respect to Combidex
and as we continue to defend the Cytogen lawsuit.

In addition to our internal research and development costs, we currently estimate that the future cash
expenditures of the external efforts necessary to complete development of ferumoxytol as an IV iron
replacement therapeutic will be in the range of approximately $11 to $13 million over approximately the
next 12 months. These external costs could increase, however, if we experience significant delays in our
development program due to slow enrollment, unexpected results from our clinical sites that affect our
ability to complete the studies in a timely and effective manner, inadequate performance or errors by third
party service providers, or deficiencies in the design or oversight by us of these studies, or if we need to
conduct additional clinical trials or we otherwise experience a delay in the submission of our NDA for
ferumoxytol as an IV iron replacement therapeutic. Any such delay would also delay the
commercialization of ferumoxytol as an 1V iron replacement therapeutic. We currently plan to submit the
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NDA for ferumoxytol as an IV iron replacement therapeutic to the FDA in the second half of calendar
year 2007: Also, we expect that both our internal and external research and development expenses may
increase as we finalize our plan for responding to the March 2005 approvable letter with respect to

Combzdex

Although we have entered into stratégic relatronshlps in the past which provided for non-refundable
license fees and milestone payments while we were developing our products, we may choose not to do so
or may not be able to secure similar arrangements or alternative strategic relationships in the future on
terms that are acceptable to us with respect to ferumoxytol. In addition, although in the past we have
generated cash through the sale of our equity securities, we may not be able to secure such financing in the
future oniacceptable terms or within an acceptable timeframe, if at all. If we are unable to fund our future
research and development expenses out of product sales, working capital, sales of debt or equity securities,
or other strateglc arrangements in the manner we anticipate, we could be forced to obtain alternative
sources of financing, seek other alternatives or curtail our development activity, any of which could
adversely impact the future prospects of our busmess

Cash provided by investing activities was $1,706,659 in fiscal 2006 compared with cash used by
lnvestmg!actwttles of $3,327,449 in fiscal 2005. Our capital expenditures in fiscal 2006 increased as
compared to fiscal 2005 due to expenditures for furniture, fixtures and telecommunications equipment
associated with our February 2006 lease of additional office space. Capital expenditures in fiscal 2005
mcluded‘_eqmpment associated with our manufacturing scale-up for ferumoxytol. In fiscal 2006, we
purchased $31,535,263 of short-term investments utilizing proceeds from our March 2006 financing. In
fiscal 2003, a portion of the $9,839,237 of proceeds from two maturing U.S. Treasury Notes were
subsequently reinvested in short-term U.S. Treasury Bills. Proceeds from maturing short term investments
dmounted to $34,170,105 and $9,839,237, in the fiscal years ended September 30, 2006 and 2005,
respectwely

Cash provided by financing activities was $34,990,787 in fiscal 2006 compared with cash provided by
fmancmg activities of $17,263,458 in fiscal 2005. We received $2,588,319 from the cash exercise of stock
options, and $649,446 from the cash exercise of warrants, during fiscal 2006. On March 10, 2006, we sold
1,233 214 shares of our common stock in an underwritten public offermg Net proceeds to us from the
fmancmg were approximately $31.7 million after deducting external transaction costs directly associated
with the gcommon stock offering. The shares were issued pursuant to our then existing shelf registration
statement on Form S-3 and a registration statement filed pursuant to Rule 462(b) promulgated under the
Securities Act of 1933, as amended. Cash provided by financing activities amounted to $17,263,458 in fiscal
2003, prlmanly the result of our June 2005 issuance of an aggregate of 1,799,995 shares of our common
stock and warrants to purchase an aggregate of 359,999 shares of our common stock in registered direct
sales of common stock and warrant units to certain investors, which resulted in net proceeds of
approximately $16.7 million to us after payment of all related expenses.

We filed a shelf registration statement on Form S-3 with the SEC in August 2006, which was declared
effectlve on August 23, 2006. Under this registration statement, we may offer and sell, from time to time,
up to $125 million of common stock, preferred stock and warrants. Unless otherwise described in a
prospectus supplement, we expect to use the net proceeds from any sate of the offered securities for
general corporate purposes, which may include, but are not limited to, working capital, ongoing research
and development activities, and capital expenditures. Pending any specific utilization, the proceeds from
any sale’ of offered securities may be invested in a manner designed to ensure levels of liquidity which
correspond to our current and foreseeable cash needs. Such investments may include, but not be limited
to, short-term investments, including government notes, or other interest-bearing investments. There is no
assuranoe that we will be able to sell additional securities pursuant to the registration statement on
acceptable terms and within a timeframe acceptable to us, if at all. This Annual Report on Form 10-K for
the flscal year ended September 30, 2006 shall not constitute an offer to sell or the solicitation of an offer
to buy n__or shall there be any sale of the securities in any state in which such offer, solicitation or sale would
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be unlawful prior to registration or qualification under the securities laws of any such state. The offering of
the securities will be made only by means of a prospectus.

We estimate that our existing cash resources, combined with cash we currently expect to receive from
other sources, excluding new financings, will be sufficient to finance our operations, including projected
operating expenses and research and development costs related to the development program for
ferumoxytol as an IV iron replacement therapeutic, for at least the next twelve months.

Contractual Obligations

We currently have no long-term debt obligations, capital lease obligations, long-term purchase
obligations or other long-term liabilities. Future lease obligations, as of September 30, 2006, are
summarized in the chart below.

Payment due by period
Less than More than
Total 1 year 1-3 vears 3-5 years 5 years
Operating Lease Obligations excluding facility
1EaSE . ot 84,715 $ 49620 §$ 35095 § — § —
Facility L.ease Obligations ................... 502,030 202,321 299,709 — —
CTotal o e §586,745 $251,941 $334804 § — § —

Operating and Facility Lease Obligations

We have entered into several agreements to service and/or lease certain office equipment, laboratory
equipment, and one vehicle. Such agreements expire in late 2006 through 2009.

On February 28, 2006, we entered into a lease agreement with CambridgePark 125 Realty
Corporation, for certain real property comprised of approximately 8,230 square feet of executive office
space located at 125 CambridgePark Drive, Cambridge, Massachusetts. The lease has a three year term,
with an additional partial month at the beginning of the term and provides for one option to extend the
lease for a two year period. Under the terms of the lease, we are required to pay the landlord
approximately $15,600 per calendar month for the first year of the term (plus the partial month at the
beginning of the term), approximately $16,300 per calendar month for the next year of the term and
approximately $17,000 per calendar month for the last year of the term. On November 29, 2006, we
entered into an amendment to the foregoing lease for an additional 8,154 square feet of executive office
space at 125 CambridgePark Drive on a coterminous basis with the existing lease. Under the terms of the
lease amendment, we are required to pay the landlord approximately $18,300 per calendar month for the
first year of the amended lease for the additional space, approximately $19,000 per calendar month for the
second year of the amended lease for the additional space, and approximately $19,700 per calendar month
for the remaining term of the amended lease for the additional space. All of the other terms and
conditions of the original lease apply to the additional rented space. In addition to rent, we are also
required to pay a proportionate share of the landlord’s annual operating costs and electricity. The rent for
any extension term will be determined at the time of the exercise of the option under terms set out in the
lease. '

We have issued a $33,949 irrevocable letter of credit to the landlord, which expires in April 2009, in
fulfillment of a security deposit requirement, of which $15,603 had been issued as of September 30, 2006.
This amount is classified on our balance sheet as of September 30, 2006 as a long-term asset and is
restricted in its use. )

Purchase Commitments

In September 2006, we entered into two purchase commitments in the amount of approximately
- $213,000 for certain research and development materials and equipment, none of which had been received
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by us as of September 30, 2006. We have no payment obligations pursuant to these purchase commitments

until we recewe supplies in satisfactory condition.

Royalty Commitments

We have certain future royalty commitments, which are dependent upon future sales and/or the
attamment of certain milestones. In 1994, under an agreement with Squibb Diagnostics, a division of
Bristol- Myers Squibb Co., we reacquired the development and marketing rights to Combidex, which had
previousfy been licensed to Squibb Diagnostics. Pursuant to this agreement, we are obligated to pay up to a
maximum of $2,750,000 in royalties to Squibb Diagnostics in connection with future commercial product
sales of Combtdex In addition, we are a party to an agreement with one of our regulatory consultants for
Combzde.x which obligates us to make certain royalty payments to the consultant based on any future
commerqlal product sales of Combidex in the United States. To date, we have not paid any royalties with
respect t() Combidex. We do not expect any such royalty payments to be material.

We are also the licensee of certain technologies related to our products under cross license
agreements with Nycomed Imaging A.S. of Oslo, Norway (now known as Amersham Health, which is part
of GE Healthcare) or Nycomed, and Schering AG. The license agreement with Nycomed requires us to
make payments upon the attainment of particular milestones relating to Feridex 1.V, and GastroMARK. We
are also required under the agreement with Nycomed to pay royalties on a percentage of product sales of
Feridex L'V. and GastroMARK, if any. There were no milestone payments in fiscal years 2006, 2005 or 2004.
Future mllestone payments under the Nycomed agreement are not expected to exceed $400,000. Royalty
paymenl§ under the Nycomed agreement were less than $105,000 for each of the prior three fiscal years.

I :

Othér

In tbe course of operating our business, we have entered into a number of indemnification
arrangements under which we may be required to make payments to or on behalf of certain third parties
including our directors and officers. For further discussion of how this may affect our business, please refer
to Note K of Notes to Financial Statements included in Part IT, Item 8 “Financial Statements and
Supplen?entary Data” of this Annual Report on Form 10-K

Off-Bala’l'nce Sheet Arrangements

As of September 30, 2006, we did not have any off-balance sheet arrangements as defined in
Regulatlon S-K, Item 303(a)(4)(ii}. As of September 30, 2006 there were no outstanding warrants to
purchase shares of our common stock. Warrants to purchase 261,780 shares of common stock issued in
July 2003 at an exercise price of $15.50 per share and warrants to purchase 359,999 shares of common
stock 1ss}ued in June 2005 at an exercise price of $13.00 were outstanding as of September 30, 2005.

Critical Accountmg Policies

The preparation of financial statements in conformity with accounting principles generally accepted in
the Umted States of America requires management to make certain estimates and assumptions that affect
the reported amount of assets and liabilities and disclosure of contingent assets and liabilities as of the date
of the financial statements and the reported amounts of revenue and expenses during the reported period.
In maklng these estimates and assumptions, management employs critical accounting policies. For us,
these critical accounting policies are principally the policies of revenue recognition associated with license
fees, polrcres regarding impairment of investments and/or marketable securities, policies regarding long-
lived assels and policies regarding equity based compensation.
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Revenue recognition associated with license fees. Non-refundable license fees received pursuant to
product development and collaboration agreements, in cases where project costs are estimable, are
recognized as we incur our development expenses. In such cases, the actual total development expenses
can differ significantly from the estimated total development expenses. These differences could be
attributable to delays in or cessation of the development of certain of our products, future results from
clinical trials, discussions and correspondence with the FDA on the approval process for our products,
relationships with our marketing partners or clinical trial partners or other factors. Any of these factors,
individually or in the aggregate, could cause future estimates to be materially revised, or estimates to be
materially different from actual results, thercby materially affecting the associated revenue recognition of
the non-refundable license fee. In cases where project costs are not estimable, non-refundable license fees
paid pursuant to product development and collaboration agreements are recognized on a straight-line
basis over the term of the relevant agreement.

Impairment of investments andjor marketable securities.  Investments and marketable securities are
considered to be impaired when a decline in fair value below cost basis is determined to be other than
temporary. Although we held only one U.S. Treasury Bill at September 30, 2006 (which matured on
November 16, 2006), we have employed a methodology in evaluating whether a decline in fair value below
cost basis is other than temporary that considers available evidence regarding these investments. In the
event that the cost basis of a security exceeds its fair value, we evaluate, among other factors: the duration
of the period that, and extent to which, the fair value is less than cost basis; overall market conditions and
trends, and; our intent and ability to hold the investment. Once a decline in fair value is determined to be
other than temporary, a write-down is recorded and a new cost basis in the security is established.
Assessing the above factors involves inherent uncertainty. Accordingly, write-downs, if recorded, could be
materially different from the actual market performance of marketable securities in our portfolio, if,
among other things, relevant information related to our marketable securities was not publicly available or
other factors not considered by us would have been relevant to the determination of impairment. We
classify our holdings in U. S. Treasury Bills having an original maturity of three months or less as cash and
cash equivalents, in accordance with the provisions of Statement of Financial Accounting Standards No. 95
“Statement of Cash Flows”.

Long-lived assets. Currently, our long-lived assets consist primarily of property and equipment. Long-
lived assets to be held and used are evaluated for impairment whenever events or changes in circumstances
indicate that the carrying value of the asset may not be recoverable. This analysis relies on a number of
factors, including changes in strategic direction, business plans, regulatory developments, economic and
budget projections, technological improvements, and operating results. The test of recoverability or
usefulness is a comparison of the asset carrying value to the undiscounted future operating cash flow over
the asset’s remaining useful life. Any write-downs would be treated as permanent reductions in the
carrying amount of the asset and an operating loss would be recognized. To date, we have had recurring
operating losses and the recoverability of our long-lived assets is contingent upon executing our business
plan that includes successful development and regulatory approvals of our future products and significantly
increasing sales. If we are unable to execute our business plan, we may be required to write down the value
of our long-lived assets in future periods.

Equity-Based Compensation. On October 1, 2005, we adopted Statement of Financial Accounting

~ Standards, or SFAS, No. 123R “Share-Based Payment,” or SFAS 123R, and'its related implementation
guidance as promulgated by both the Financial Accounting Standards Board, or the FASB, and the SEC
Staff Accounting Bulletin 107, or SAB 107, associated with the accounting for the share-based
compensation arrangements of our employees and certain directors, including our Employee Stock
Purchase Plan. These pronouncements require that equity-based compensation cost be measured at the
grant date (based upon an estimate of the fair value of the compensation granted) and recorded to expense
over the requisite service period, which generally is the vesting period. We adopted SFAS 123R using the
modified prospective method in the first quarter of fiscal 2006. Accordingly, results for interim periods and
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fiscal years prior to October 1, 2005 do not include, and have not been revised to reflect, amounts
associated with the requirements of SFAS 123R.

We estimate the fair value of equity-based compensation involving stock options utilizing the Black-
Scholes optnon pricing model. This model requires the input of several factors such as the expected option
term, expected volatility of our stock price over the expected option term, expected risk-free interest rate
over the expected option term, expected dividend yield over the expected option term, and an expected
forfetture rate, and is subject to various assumptions. We believe this valuation methodology is appropriate
for estim_atmg the fair value of stock options we grant to employees and directors which are subject to
SFAS 123R requirements. These amounts are estimates and thus may not be reflective of actual future
results or amounts ultimately realized by recipients of these grants. These amounts, and the amounts
appllcable to future quarters, are also subject to future quarterly adjustments based upon a variety of
factors, Wthh include, but are not limited to, the issuance of new options. The fair value of restricted stock
units granted to employees and directors is determined at the grant date and is computed using the fair
value method which is based upon the estimated fair market value per share on the date of the grant.

Prlor to October 1, 2005, we applied Accounting Principles Board Opinion No. 25 “Accounting for
Stock Issued to Emptoyees or APB 25, and related interpretations in accounting for qualifying options
granted | 10 our employees and directors under our plans and applied SFAS No. 123 “Accounting for Stock
Issued to Employees,” or SFAS 123 (as amended by SFAS 148 “Accounting for Stock-Based
Compensatnon-Transntlon and Disclosure-an amendment of FASB Statement No. 123,” or SFAS 148), for
dlsclosure purpases only. The SFAS 123 and SFAS 148 disclosures for periods prior to QOctober 1, 2005
include pro forma net loss and loss per share as if the fair value-based method of accounting had been
used. Stock based compensation to certain non-employees is accounted for in accordance with SFAS
123R, uttllzmg the measurement guidance of EITF 96-18 “Accounting for Equity Instruments that are
Issued to Other Than Employees for Acquiring, or in Conjunction with Selling, Goods or Services.”

Wlth any accounting policy that applies judgments and estimates, actual results could significantly
differ from those estimates and our financial results could be materially and adversely impacted.

Impact 'of Recently Issued and Proposed Accounting Pronouncements

In November 2004, the Financial Accounting Standards Board, or FASB, issued Statement of
Fmancnal Accounting Standards (SFAS) No. 151 “Inventory Costs—an amendment of ARB No. 43,
Chaptetf 4,” or SFAS 151. This pronouncement, which became effective for interim or annual periods
beginnihg after June 15, 2005, clarifies existing accounting guidance relating to accounting for certain
abnormal costs of production. The adoption of SFAS 151 did not have a material impact on our results of
operatlons or financial condition.

In November 2005, the FASB issued FASB Staff Position No. FAS 115-1 and FAS 124-1 “The
Meamng of Other- Than-Temporary Impairment and Its Application to Certain Investments,” effective for
reportmg petiods begmmng after December 15, 2005. This pronouncement addresses the determination as
to when an investment is considered impaired, whether that impairment is other than temporary, and the
measurement of an impairment loss. The adoption of the provisions of this pronouncement did not have a
matenal impact on our financial position or results of operations.

In: February 2006, the FASB issued FASB Staff Position No. FAS 123(R)-4 “Classification of Options
and Slmllar Instruments Issued as Employee Compensation That Allow for Cash Settlement upon the
Occurrence of a Contingent Event,” effective upon the initial adoption of SFAS 123(R). This
pronouncement clarifies existing accounting guidance to require that options or similar instruments be
classnfled as liabilities if an entity can be required under any circumstance to settle the option or instrument
by transferrlng cash or other assets. The adoption of the provisions of this pronouncement did not have a
matenal impact on our financial position or results of operations.

On July 13, 2006, the FASB issued FASB Interpretation No. 48, or FIN 48, entitled, “Accounting for
Uncertamty in Income Taxes—an Interpretation of FASB Statement No. 109”. Concurrently, FASB issued
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a FASB staff position, or FSP, relating to income taxes, FSP No. FAS 13-2, “Accounting for a Change or
Projected Change in the Timing of Cash Flows Relating to Income Taxes Generated by a Leveraged Lease
Transaction.” FIN 48 specifically clarifies the accounting for uncertainty in income taxes recognized in
financial statements in accordance with the provisions of FASB 109 “Accounting for Income Taxes”. The
adoption of the provisions of these pronouncements, which become effective for fiscal years ending after
December 15, 2006, are not expected to have a material impact on our financial position or results of
operations.

The FASB Emerging Issues Task Force, or EITF, issued in March 2006 draft abstract EITF Issue
No. 05-1 “Accounting for the Conversion of an Instrument That Became Convertible upon the Issuer’s
Exercise of a Call Option”. This Issue applies to the issuance of equity securities to settle a debt instrument
that is not otherwise currently convertible but becomes convertible upon the issuer’s exercise of a call
option.

In September 2006, the SEC issued Staff Accounting Bulletin No. 108, or SAB 108, which outlines its
views regarding the process of quantifying financial statement misstatements, effective for fiscal years
ending after November 15, 2006. The adoption of the provisions of this pronouncement is not expected to
have a material impact on our financial position or results of operations.

On September 29, 2006, the FASB issued FASB No. 158 “Employers’ Accounting for Defined Benefit
Pension and Other Postretirement Plans—an amendment of FASB Statements No. 87, 88, 106, and
132(R)”. This Statement requires an employer to recognize the overfunded or underfunded status of a
defined benefit postretirement plan {(other than a multiemployer plan) as an asset or liability in its
statement of financial position and to recognize changes in that funded status in the year in which the
changes occur through comprehensive income of a business entity. This statement also requires an
employer to measure the funded status of a plan as of the date of its year-end statement of financial
position, with limited exceptions. An employer with publicly traded equity securities is required to initially
recognize the funded status of a defined benefit postretirement plan and to provide the required
disclosures as of the end of the fiscal year ending after December 15, 2006. The adoption of the provisions
of this pronouncement is not expected to have a material impact on our financial position or resutlts of
operations.

On October 10, 2006 the FASB issued FSP FAS 123R-5, “Amendment of FSP FAS 123R-1,” effective
in the first reporting period beginning after October 10, 2006. The FSP addresses circumstances whereby a
modification of an instrument in connection with an equity restructuring could be considered a
modification for purposes of applying FSP FAS 123(R)-1, “Classification and Measurement of
Freestanding Financial Instruments Originally Issued in Exchange for Employee Services under FASB
Statement No. 123(R).” The adoption of the provisions of this pronouncement is not expected to have a
material impact on our financial position or results of operations.

On October 20, 2006 the FASB issued FSP FAS 123R-6, “Technical Corrections of FASB Statement
No. 123(R),” effective in the first reporting period beginning after October 20, 2006. The FSP issues
clarification of certain disclosure and computation requirements associated with the implementation of
SFAS 123(R). The adoption of the provisions of this pronouncement is not expected to have a material
impact on our financial position or results of operations.

ITEM 7A. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK:

As of September 30, 2006, we invested a portion of our surplus cash in one U.S. Treasury Bill
classified as held-to-maturity which is, as a result, recorded at amortized cost. This investment is subject to
interest rate risk and will fall in value if market interest rates increase. However, even if market interest
rates for comparable investments were to increase immediately and uniformly by 109 from levels at
September 30, 2006, we estimate that the fair value of this investment would decline by an immaterial
amount. Therefore, we believe our exposure to interest rate risk is not substantial.
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ITEM 8..‘lFINANCIAL STATEMENTS AND SUPPLEMEN'I_‘ARY DATA:

OurJ;Financial Statements, Reports of Management, and refated Report of Independent Registered
Public Accounting Firm are presented in the following pages. The reports and financial statements
included'fin this Part II, Item 8 are as follows:

Maﬁlagement’s Annval Report on Internal Control over Financial Reporting

Re;ﬁort of Independent Registered Public Accounting Firm

Finélincial Statements:

:f Balance Sheets—SeptemE)er 30,2006 and 2005

JE Statements of Operations—for the years ended September 30, 2006, 2005 and 2004
" Statements of Comprehensive Loss—for the yéars ended September 30, 2006, 2005 and 2004
;; Statements of Stockholders’ Equity—for the years ended September 30, 2006, 2005 and 2004
i Statements of Cash Flows—for the years ended September 30, 2006, 2005 and 2004

I
I Reconciliation of Net Loss to Net Cash Used in Operating Activities—for the years ended
” September 30, 2006, 2005 and 2004

il
¢ Notes to Financial Statements
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MANAGEMENT’S ANNUAL REPORT ON INTERNAL CONTROL OVER FINANCIAL REPORTING

Man;agement is responsible for establishing and maintaining adequate internal controls over fmancna!
reportmg, as such term is defined in Rule 13a-15(f) under the Securities-and Exchange Act of 1934, Under
the supemsmn and with the participation of our management, including our principal executive officer
- and prmc1pal financial officer, and our principal accounting officer, we conducted an evaluation of the
effectiveness of our internal control over financial reporting based on the framework in Internal Control—
Inregrated Framework issued by the Committee of Sponsoring Organizations of the Treadway Commission,
togetheriwnh related pronouncements issued by both the Public Company Accounting Oversight Board
and the U, S, Securities and Exchange Commission. Based on our evaluation under the framework in
Internal Control—Integrated Framework, management concluded our internal control over financial
reporting was effective as of September 30, 2006. Management'’s assessment of the effectiveness of the
Company’s internal control over financial reporting as of September 30, 2006 has been audited by
PricewaterhouseCoopers LLP, an independent registered public accounting firm, as stated in their report

which appears herein.
!
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

To the Board of Directors and Shareholders of Advanced Magnetics, Inc.:

We have completed an integrated audit of Advanced Magnetics, Inc.’s 2006 financial statements and
of its internal control over financial reporting as of September 30, 2006 and audits of its September 30,
2005 and September 30, 2004 financial statements in accordance with standards of the Public Company
Accounting Oversight Board (United States). Our opinions, based on our audits, are presented below.

Financial Statements

In our opinion, the financial statements listed in the accompanying index present fairly, in all material
respects, the financial position of Advanced Magnetics, Inc. at September 30, 2006 and September 30,
2005, and the results of its operations and its cash flows for each of the three years in the period ended
September 30, 2006 in conformity with accounting principles generally accepted in the United States of
America. These financial statements are the responsibility of the Company’s management. Our
respoasibility is to express an opinion on these financial statements based on our audits. We conducted our
audits of these statements in accordance with the standards of the Public Company Accounting Oversight
Board (United States). Those standards require that we plan and perform the audit to obtain reasonable
assurance about whether the financial statements are free of material misstatement. An audit of financial
statements includes examining, on a test basis, evidence supporting the amounts and disclosures in the
financial statements, assessing the accounting principles used and significant estimates made by
management, and evaluating the overall financial statement presentation. We believe that our audits
provide a reasonable basis for our opinion.

As discussed in Note F to the financial statements, the Company changed its method of accounting for
share-based payments on October 1, 2005.

Internal control over financial reporting

Also, in our opinion, management’s assessment, included in “Management’s Annual Report on
Internal Control Over Financial Reporting,” appearing under Item 8, that the Company maintained
effective internal control over financial reporting as of September 30, 2006 based on criteria established in
Internal Control—Integrated Framework issued by the Committee of Sponsoring Organizations of the
Treadway Commission (COSQ), is fairly stated, in all material respects, based on those criteria.
Furthermore, in our opinion, the Company maintained, in all material respects, effective internal control
over financial reporting as of September 30, 2006, based on criteria established in Internal Control—
Integrated Framework issued by the COSO. The Company’s management is responsibie for maintaining
effective internal control over financial reporting and for its assessment of the effectiveness of internal
control over financial reporting. Qur responsibility is to express opinions on management’s assessment and
on the effectiveness of the Company’s internal control over financial reporting based on our audit. We
conducted our audit of internal control over financial reporting in accordance with the standards of the
Public Company Accounting Oversight Board (United States). Those standards require that we plan and
perform the audit to obtain reasonable assurance about whether effective internal control over financial
reporting was maintained in all material respects. An audit of internal control over financial reporting
includes obtaining an understanding of internal control over financial reporting, evaluating management’s
assessment, testing and evaluating the design and operating effectiveness of internal control, and
performing such other procedures as we consider necessary in the circumstances. We believe that our audit
provides a reasonable basis for our opinions.

A company’s internal control over financial reporting is a process designed to provide reasonable
assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles. A company’s internal
control over financial reporting includes those policies and procedures that (i) pertain to the maintenance
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of records that, in reasonable detail, accurately and fairly reflect the transactions and dispositions of the
assets of ttfle company; (ii) provide reasonable assurance that transactions are recorded as necessary to
permit preparanon of financial statements in accordance with generally accepted accounting principles,
and that recelpts and expenditures of the company are being made only in accordance with authorizations
of management and directors of the company; and (iii) provide reasonable assurance regarding prevention
or timely ¢ detection of unauthorized acquisition, use, or disposition of the company’s assets that could have
a lTldlBl'lal effect on the financial statements.

Because of its inherent limitations, internal control over financial reporting may not prevent or detect
mlsstatements Also, projections of any evaluation of effectiveness to future periods are subject to the risk
that controls may become inadequate because of changes in conditions, or that the degree of compliance

with the p011c1es or procedures may deteriorate.

P ‘-;(_.,;,!“@,, , P
Boston, h?lassachusetts
December 1, 2006
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Advanced Magnetics, Inc.
Balance Sheets

ASSETS
Current assets:
Cashandcashequivalents........ ... ... ..o it
SOt e INVESME DTS L. .ot i
Accounts receivable—trade ........ ... . i
N 1) ¢ 1=t
Prepaid expenses and interest receivable . ............... ... ...l
Total CUITEnMt AS8EES. - ot it ettt i et ira it

Property, plant and equipment:
Land. ... e
Buildings and improvements. . . ....... ... oo
Laboratory eqUIPMENt ...ttt ii e
Furniture and fixtures. ................... e e e
Total property, plant and equipment. . .......... ...l
Less—accumulated depreciation . ..........ooieiiiiiniiiniinna...
Net property, plant and equipment . . ................ ... ...
Restrictedcash....... ..o i e
Total assets. . ..... e e,

LIABILITIES AND STOCKHOLDERS' EQUITY

Current liabilities:
Accounts payable . ...
ACCTUE BXPEIISES .« ..o ot vttt e e et e
Deferred TeVENUE ... oottt e et e,
Total current liabilities. . ... i
Long-term liabilities:
Deferred revenue and rent expense............... e
Total liabilities. . . ....ooiuiiii i

Commitments and contingencies (Note K)

Stockholders’ equity:
Preferred stock, par value $.01 per share, authorized 2,000,000 shares;
MONE ISSUEH . . o oottt ittt e iei et r ceeaaie e ee e raaaninnne,
Common stock, par value $.01 per share, 25,000,000 shares authorized
at September 30, 2006 and 15,000,000 shares authorized at
September 30, 2005; 11,940,532 shares issued and outstanding at
September 30, 2006 and 9,878,354 shares issued and outstanding at
September 30, 2005, ...
Additional paid-incapital .......... ..o o
Accumulated deficit ... ...
Accumulated other comprehensiveloss ......... ... ..ol
Total stockholders’ equity - . ... i
Total liabilities and stockholders’ equity .........................

September 30,

2006

2005

$ 32,312,679

$ 11,332,088

9,760,367  12,395210
85,218 —
370,060 367,788
595,103 444,255
43,123,427 24,539,341
360,000. 360,000
4,812,331 4,723,496
5,520,392 7,290,967
1,107,968 910,847
11,800,691 13,285,310
(7,569,157)  (9,532,669)
4,231,534 3,752,641
15,603 —

$ 47,370,564 § 28,291,982
$ 4759038 $ 886,190
3,734,523 1,327,556
1,007,074 1,114,183
9,500,635 3,327,929
1,795,407 2,584,894
11,296,042 5,912,823
119,405 98,784
111,309,066 72,326,602
(75,353,949)  (49,988,961)
— (57,266)
36,074,522 22,379,159

$ 47,370,564 §$ 28,291,982

The accompanying notes are an integral part of the financial statements.
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. ,;
k Advanced Magnetics, Inc.
; Statements of Operations
S, For the years ended September 30,
{ i 2006 2005 2004
Revenues
Llcense fBES o e $ 907418 $ 1,280,867 §$(2,747,695
Royaltnes .......................................... 317,081 273,903 240,000
1 Product SAlES e e 1,448,888 890,398 768,189
‘ Total TEVEIMUES . o v voe v e verave e nraneeeeaaneesenns 2,673,387 2,445,168 3,755,884
‘ Costs and expenses:
[ Costof productsales ..., 272,542 204,080 117,015
l Research and development expenses ................. 21,294,448 12,037,549 6,083,839
Selling;;i:general and administrative expenses........... 8,011,125 3,337,589 12,219,777
Total costs and eXpenses ... ... it aiaaas 29,578,115 15,579,218 ;8,420,(_)31
Other i mcome
Interest and dividend income, net.................... 1,574,971 419,435 169,547
Loss on disposal of fixed assets. ..................oos (35,231) - —
Total otherincome...........ovevvvnnn, o ~ 1,539,740 419435 | 169,547
Loss before provision for (benefit from) income taxes . (25,364,988)  (12,714,615) '(4,495,200)
Provision!for (benefit from) income taxes ............... — — —
Net loss .-;! ............................................ $(25,364,988) $(12,714,615) $(4,495,200)
Net loss per share: :
Basic and diluted. ... ... e $ (231) 8 (1.47) 3 (0.57)
Weighted average shares outstanding used to compute !
net loss per share:
Basic and diluted. ... ... e 10,964,412 8,633,827 F7',81’1‘,918
" |
%I The accompanying notes are an integral part of the financial statements. ‘
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Advanced Magnetics, Inc.

Statements of Comprehensive Loss

For the years ended September 30,

2006 2005 2004 -

CNELLOSS - . $(25,364,988) $(12,714,615) $(4.495,200) -
Other comprehensive income {loss): .'
Unrealized gains (losses) on securities .. .............. 57,266 (57,266) — l
Total other comprehensive income (108S)................ 57,266 (57,266) - =
COMPIERENSIVE 10SS « o+ eveeeeeeseeeeeeaee i, $(25,307,722) $(12,771,881) $(4,495200) *

The accompanying notes are an integral part of the financial statements.
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Batance at September 30,2003... ... ..

Net shares issued in connection with

the exercise of stock options .. ... ...

Shares issued in connection
with employee stock purchase plan. .
Non-cash expe nse associated

with slock“opuons ................

Netloss...: . ...,

Balance at Séptember 30,2004........
i

Net shares issued in connection with

the exerci%c of stock options . .. ... ..

] . .
Shares and warrants issued in
connection with the financing, net of

financing e_osts of $414899 .........

Shares issued in connection

with employee stock purchase plan. ..

Non-cash expense associated

with stocl\”opllons ................
Other comprehensive loss. . ..........
Netloss...i.oovvviniinnnnne .
Balance at September 30,2005........

Net shares :s.wed in connection with

the exerc:se of stock options . .. .....

Shares 1ssued in connection with the
financing, net of financing costs of

CUS2207657. ..
Shares issueh in connection
with employee stock purchase plan. ..

Net shares lssued in connection with

the exercnse ofwarrants. . ..........

Non-cash expense associated
with employee stock options and

restricted qtock units . . ... e

Non-cash expense associated with non-

employee stock OpLIONS. . ... vvvn
Other comprehcnswe income.........
Netloss. .. /oo,
Balance at Septembcr 30,2006........

Advanced Magnetics, Inc.
Statements of Stockholders’ Equity

~ Accumulated

Other :

, Additional Comprehensive Total
Common Stock - Paid-in Accumulated Income Stockholders’

Shares Amount Capital Deficit (Loss) Equity
7,758,107 § 77,581 § 353,619,640 3(32,779,146) $ — 3 20,918,075
174,600 1,746 1,010,195 1,011,541
17,224 172 68,035 68,207
43,432 - 43,432
{4,495,200) (4,495,200}
7,949 931 79,499 54,741,302 (37,274,346) — 17,546,455
118,738 1,188 503,471 504,659
1,799,995 18,000 16,667,058 16,685,058
9,690 97 73,044 73,741
341,127 341,127
(57,266) (57,266)
(12,714,615) (12,714,615)
9,878,354 98,784 72,326,602  {49,988,961) (57,266) 22,379,159
457,062 4,570 2,592,798 2,597,368
1,233,214 12,332 31,646,534 31,658,866
12,308 123 94,033 94,156
359,594 3,596 645,850 649,446
3,772,003 3,772,003
231,246 231,246
57,266 57,266
{25,364,988) {25,364,988)

$ — $ 36,074,522

11,940,532 $119.405 $111,309,066 §(75,353,949)

“ The accompanying notes are an integral part of the financial statements.
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Advanced Magnetics, Inc.

Statements of Cash Flows

Cash flows from-operating activities:
Cash received from customers (excluding royalties) . ..
Cash paid to suppliers and employees................
Interestreceived ............. ... il
Royaltiesreceived............cooiiiii e
Net cash used in operating activities...............

Cash flows from investing activities:
Life insurance policy surrender value received........
Proceeds from maturities of short-term investments. . .
Purchase of short-term investments
Capital expenditures............ooovviiiiiinn
Restrictedcash........ ... ... ool
Net cash provided by (used in) investing activities. ..

Cash flows from financing activities:

Net proceeds from the exercise of stock options. ......

Proceeds from the issuance of common stock under
the Employee Stock Purchase Plan................

Proceeds from the exercise of warrants

Net proceeds from the issuance of common stock and

- warrants to purchase common stock . .............;

Net cash provided by financing activities ... .... R

Net increase (decrease) in cash and cash equivalents .. ..
Cash and cash equivalents at beginning of year..........
Cash and cash equivalentsatend of year ... ... .. ...

Supplemental data:
Non-cash financing activities:

Non-cash stock option exercises. ....................

Non-cash warrant exercises. ... o.o.eveeenreveerennnnn

For the years ended September 30,

2006 2005 2004
$ 1610313 $ 1081,109 $ 1,099,481
(19,147,504)  (13,939376)  (7,893,251)
1,503,255 530,505 337,556
317,081 - 323,478 230,304
(15,716,855 (11,995,284) _ (6,225,910)
— — 761,747
34,170,105 0839,237 38,842,143
(31,535,263)  (12,765,397)  (48,766,408)
(912,580) (401,289) (201,484)
(15,603) _ _
1706659  (3327,449)  (9,368,002)
2,588,319 504,659 1,011,941
94,156 73,741 68,207
649,446 — —
31,658,866 16,685,058 —
34990,787 _ 17,263,458 1,080,148
20,980,591 1,040,725 (14,509,764)
$ 11,332,088 9391363 23,901,126
$ 32312679 § 11332088 § 9,391,363
$ 840,79 131,156 $ 250,697
$ 8,088,141 - $.. -

The accompanying notes are an integral part of the financial statements.
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Netloss e PO
Adjustmf;;nts to reconcile net loss to net cash used in
operating activities:
Depreaatlon ........................ e
Non- cash! expense associated with non-employee stock
OPUOMS. . ..t
Non- cashr expense associated with employee stock options
and regtricted SLOCK URIS. . ....ovveee i
Loss on dlsposal of fixedassets...........oooeveiniiit.
Amortlzat:on of premium on purchased securities. .......
Changes in operating assets and liabilities:
Accounts receivable—trade ........... ... ol
lnventones ........................................
Prepald expenses and interest receivable ..............
Accounts payable and accrued eXpenses. . .............
Deferr'ed revenue and rent expense, net...............
Totall adjustments .. ... e
Net cashrused in operating activities ....................
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Advanced Magnetics, Ine,
Recenciliation of Net Loss
to Net Cash Used in Operating Activities

For the years ended September 30,
20

2006 2005

$(25,364,988) $(12,714,615) $(4,495,200)

398,456 247,625 206,772
231,246 341,127 43,432
3,772,003 — —
35,231 — B
66,316 184,758 213,191
(85,218) 49,575 316,686
(2,272) 105250 (205,277)
(150,848) 142,329  (122,132)
6,279,815 929,534 564,313
(896,596)  (1,280,867) _ (2,747,695)
9,648,133 719331  (1,730,710)

$(15,716,855) $(11,995,284) $(6,225,910)

The accompanying notes are an integral part of the financial statements.




Notes to Financial Statements
A.  Summary of Accounting Policies:

Business

Founded in November 1981, Advanced Magnetics, Inc., a Delaware corporation, is a developer of
superparamagnetic iron oxide nanoparticles used in pharmaceutical products. We (“the Company™) are
dedicated to the development and commercialization of our proprietary nanoparticle technology for use in
therapeutic iron compounds to treat anemia as well as novel imaging agents to aid in the diagnosis of
cancer and cardiovascular disease. We have two approved products, Feridex .V.® and GastroMARKS®,
and we have two product candidates, ferumoxytol and Combidex®. Ferumoxytol, the key product in our
development pipeline, is currently in Phase III muiti-center clinical trials for use as an intravenous, or 1V,
iron replacement therapeutic in chronic kidney disease patients, whether or not on dialysis. Combidex is
our investigational functional molecular imaging agent consisting of iron oxide nanoparticles for use in
conjunction with magnetic resonance imaging, or MRI, to aid in the differentiation of cancerous from
normal lymph nodes. Feridex 1.V, our liver contrast agent, is approved and marketed in Europe, the
Untited States and other countries. GastroMARK, our oral contrast agent used for delineating the bowel in
MRI, is approved and marketed in Europe, the United States and other countries.

We are subject to risks common to companies in the industry including, but not limited to, uncertainty
of the results of clinical trials, uncertainty regarding the regulatory approval process for our product
candidates, uncertainty of product development and commercialization, the volatility of our stock price,
our potential inability to obtain raw materials, our reliance on a limited number of customers, our
dependence on our collaborative relationships, our lack of sales and marketing experience, our need for
additional capital, our dependence on key personnel, uncertainty regarding market acceptance of products,
development by us or our competitors of new technological innovations, uncertainties related to
third-party reimbursement, product liability, protection of proprietary technology, and compliance with the
regulations of the U.S. Food and Drug Administration, also known as the FDA, and other government
agencies.

Use of Estimates

The preparation of financial statements in conformity with accounting principles generally accepted in
the United States of America requires management to make certain estimates and assumptions that affect
the reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date
of the financial statements and the reported amounts of revenue and expenses during the reported period.
Actual results could differ from those estimates.

Cdsh and Cash Equivalents

Cash and cash equivalents consist of cash on hand, money market funds and U.S. Treasury Bills
having an original maturity of less than three months. Substantially all of the cash and cash equivalents at
September 30, 2006 and 2005 were held in a either a commercial bank, money market accounts or U.S.
Treasury Bills, the latter of which were classified as cash equivalents in accordance with the provisions of
Statement of Financial Accounting Standards, also known as SFAS, No. 95 “Statement of Cash Flows”.
We have limited insurance protection for amounts held in our commercial bank accounts through the
Federal Deposit Insurance Corporation. We have limited insurance protection for amounts held in our
money market account avaitable through the Securities Investor Protection Corporation.

Invesiments

As of September 30, 2006, our short-term investment consisted of a U.S. Treasury Bill with a maturity
date of November 16, 2006. The U.S. Treasury Bill was classified as held-to-maturity and, as a result, was
recorded at cost. The U S, Treasury Note we held as of September 30, 2005 was classified as
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ava1]able|f0r -sale and was marked-to-market during the year ended September 30, 2005, to reflect a -
temporary decline in value, which was recorded as a separate component of stockholders’ equity entitled
“Accumulated other comprehenswe loss.” The fair value of our investments is determined from quoted
market prlces Net unrealized gains and losses on marketable securities (excluding other-than-temporary
losses) are recorded as a separate component of stockholders’ equity entitled “Accumulated other
comprehenswe income (loss).” Interest income is accrued as earned.

lnvestments are considered to be impaired when a decline in fair value below cost basis is determined
to be other than temporary. We employ a methodology in evaluating whether a decline in fair value below
cOSst bas:s is other than temporary that considers available evidence regarding our marketable securities. In
the event that the cost basis of a security exceeds its fair value, we evaluate, among other factors, the
durauon of the period that, and extent to which, the fair value is less than cost basis; the financial health of
and busmess outlook for the investee, including industry and sector performance, changes in technology,
and operatlonal and financing cash flow factors; overall market conditions and trends; and our intent and
ability to “hold the investment. Once a decline in fair value is determined to be other than temporary, a
write-down is recorded and a new cost basis in the security is established.

i -

Invenrories

lnvt—‘:ntorles are stated at the lower of cost (determined on a first-in, first-out basis) or market (net
reahzable value). We expense all costs associated with production of products until such time as regulatory
dpprovals are obtained. .

Properry,!EPlam and Equipment

Property, plant and equipment are stated at cost. The cost of additions and improvements is charged
to the property accounts while maintenance and repairs are expensed as incurred. Upon sale or other
disposition of property and equipment, the cost and related depreciation are removed from the accounts
and any resulting gain or loss is reflected in other income. Currently, our long-lived assets consist entirely
of prope:rty and equipment. Long-lived assets to be held and used are evaluated for impairment whenever
events or changes in circumstances indicate that the carrying value of the asset may not be recoverable.

Patents ]

H .
We;’expense all patent-related costs as incurred.
o

Deprecit%ftion

Debreciation is recorded by the straight-line method based on rates sufficient to provide for
retlrement over estimated useful lives as follows: buildings - 40 years; laboratory equipment and furniture
and flxtures 5 years; and building improvements - over the shorter of the remaining useful life of the
bu1ldmg or the life of the improvement, Furniture, fixtures and leasehold improvements associated with
our new facility lease are being depreciated over the shorter of their usefu) life or the remammg life of the
orlgma] lease (excluding optional lease renewal terms).

Research and Development Expenses

Re!Search and development expenses include external expenses, such as costs of clinical trials, contract
research and development expenses, consulting fees and professional fees and expenses, and internal
expenses such as compensation of employees engaged in research and development activities, the
manufacture of limited quantities of product needed to support research and development efforts, related
costs of. facﬂmes and other general costs related to research and development. Research and development
costs are expensed as incurred until a product is commercially available for sale.

‘I
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Revenue Recognition

Product revenue is recognized upon shipment to the customer and satisfaction of all obligations. The
terms of product development agreements entered into between us and our collaborative partners may
include non-refundable license fees, payments based on the achievement of certain milestones and
royalties on any product sales derived from collaborations. Non-refundable license fees received pursuant
to product development and collaboration agreements, in cases where project costs are estimable, are
recognized based on costs incurred and expected remaining expenditures related to the agreement. In
cases where there is an established contract period and project costs are not estimable, non-refundable
license fees paid pursuant to product development and collaboration agreements are recognized on a
straight-line basis over the term of the relevant agreement.

We receive royalty revenues under license and marketing agreements with several companies that sell
products that we developed. The license agreements provide for the payment of royalties to us based on
sales of the licensed product.

Equity-Based Compensation

On October 1, 2005, we adopted Statement of Financial Accounting Standards, or SFAS, No. 123R
“Share-Based Payment,” or SFAS 123R, and its related implementation guidance as promulgated by both
the Financial Accounting Standards Board, or the FASB, and the SEC Staff Accounting Bulletin 107, or
SAB 107, associated with the accounting for the share-based compensation arrangements of our employees
and certain directors, including our Employee Stock Purchase Plan. These pronouncements require that
equity-based compensation cost be measured at the grant date (based upon an estimate of the fair value of
the compensation granted) and recorded to expense over the requisite service period, which generally is
the vesting period. We adopted SFAS 123R using the modified prospective method in the first quarter of
fiscal 2006. Accordingly, results for interim periods and fiscal years prior to October 1, 2005 do not include,
and have not been revised to reflect, amounts associated with the requirements of SFAS 123R.

We estimate the fair value of equity-based compensation involving stock options utilizing.the Black-
Scholes option pricing model. This model requires the input of several factors such as the expected option
term, expected volatility of our stock price over the expected option term, expected risk-free interest rate
over the expected option term, expected dividend yield over the expected option term, and an expected
forfeiture rate, and is subject to various assumptions. We believe this valuation methodology is appropriate
for estimating the fair value of stock options we grant to employees and directors which are subject to
SFAS 123R requirements. These amounts are estimates and thus may not be reflective of actual future
results or amounts uttimately realized by recipients of these grants. These amounts, and the amounts
applicable to future quarters, are also subject to future quarterly adjustments based upon a variety of
factors, which include, but are not limited to, the issnance of new options. The fair value of restricted stock
units granted to employees and directors is determined at the grant date and is computed using the fair
value method, which is based upon the estimated fair market value per share on the date of the grant.

Prior to October 1, 2005, we applied Accounting Principles Board Opinion No. 25 “Accounting for
Stock Issued to Employees,” or APB 25, and related interpretations in accounting for qualifying options
granted to our employees and directors under our plans and applied SFAS No. 123 “Accounting for Stock
Issued to Employees,” or SFAS 123 (as amended by SFAS 148 “Accounting for Stock-Based
Compensation-Transition and Disclosure-an amendment of FASB Statement No. 123, or SFAS 148), for
disclosure purposes only. The SFAS 123 and SFAS 148 disclosures for periods prior to October 1, 2005
include pro forma net loss and loss per share as if the fair value-based method of accounting had been
used. Stock-based compensation to certain non-employees is accounted for in accordance with SFAS
123R, utilizing the measurement guidance of EITF 96-18 “Accounting for Equity Instruments that are
Issued to Other Than Employees for Acquiring, or in Conjunction with Selling, Goods or Services.”
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Income ~Taxes

Income taxes are accounted for under the liability method. Under this method, deferred tax assets and
habllmes are recorded based on temporary differences between the financial statement amounts and the
tax: basrs of assets and habrhtles measured using enacted tax rates in effect for the year in which the
differences are expected to reverse. We periodically evaluate the realizability of our net deferred tax assets
and record a valuation allowance if, based on the weight of available evidence, it is more likely than not
that some or all of our deferred tax assets will not be realized.

‘I

Concentrarrons and Significant Customer Infonnanon

Fmanc1al instruments which potentially subject us to concentrations of credit risk consist principally of
cash, cash equivalents, investments and accounts receivable. As of September 30, 2006, our cash, cash
equwalents and short-term investments amounted to $42,073,046 of which $9,760,367 was invested in one
U.S. Treasury Bill. We currently invest our excess cash primarily in deposits in one commercial bank and
money [ market funds.

Our operations are located solely w1th1n the United States. We are focused principally on developing
and manufacturmg IV iron replacement therapeutics and contrast agents for use in MRI. We perform
ongomg «credit evaluations of our customers and generally do not require collateral. Three companies,
Berlex, Guerbet and Mallinckrodt, Inc. (a division of Tyco-Healthcare), accounted for 41%, 37% and 11%,
respectlvely, of our revenues in fiscal 2006. Three companies, Berlex, Cytogen Corporatlon or Cytogen,
and Guerbet, accounted for 47%, 22% and 20%, respectively, of our revenues in fiscal 2005. Three
companies, Cytogen, Guerbet and Berlex, accounted for 55%, 20% and 20%, respectively, of our revenues
in fiscal 2004 No other company accounted for more than 10% of our total revenues in fiscal 2006, 2005,
and 200—4 All of the revenue attributable to Cytogen and a large portion of the revenue attributable to
Berlex i 1n fiscal 2006, 2005, and 2004 was previously deferred revenue related to up-front license fees.

In flscal 2006, 2005 and 2004, revenues from customers outside of the United States, principally in
Europe : and Japan, amounted to 41 %, 22%, and 21%, respectively, of our total revenues.

Certam raw materials used in our products are procured from a single source. We sometimes obtain
raw matsrlals from one vendor only, even where multiple sources are available, to maintain quality control
and enhance working relationships with suppliers.

I

Loss perlShare

We ‘compute basic loss per share by dividing net loss by the weighted average number of common
shares outstanding during the relevant period. Options to purchase a total of 1,041,725, 917,272, and
854,366 shares of common stock that were outstanding as of the fiscal years ended September '%O 2006,
2005 and 2004, respectively, were excluded from the computation of diluted net loss per share because
such options were anti-dilutive as we incurred a loss in those periods. In addition, 30,000 shares of common
stock issuable upon the vesting of restricted stock units granted in fiscal year 2006 were excluded from the
computa}ron of diluted net loss per share because such units were anti-dilutive as we incurred a loss in the
fiscal year ended September 30, 2006. There were no restricted stock units issued by us prior to
February 7, 2006.

Warrants to purchase 261,780 shares of common stock, issued in July 2003 at an exercise price of
$15.50 pier share (all of which were exercised in the fiscal year ended September 30, 2006) were excluded
until exercised from the computation of diluted net loss per share for the fiscal years ended September 30,
2006, 20()5 and 2004, respectively, because such warrants were anti-dilutive as we incurred a loss in those
fiscal years. In addition, warrants to purchase 359,999 shares of common stock, issued in June 2005 at an
exerciseprice of $13.00 per share (all of which were exercised in the fiscal year ended September 30, 2006),
were also excluded until exercised from the computation of diluted net loss per share for the fiscal years
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ended September 30, 2006 and 2005, respectively, because such warrants were anti-dilutive as we incurred
a loss in those fiscal years.

The components of basic and diluted loss per share were as follows:

For the Years ended September 30,

2006 2005 2004
NEt 1085 (A) e veeneeeeeneaneinnns, $(25,364,088) $(12,714,615) $(4,495,200)
Weighted average common shares
outstanding (B).................... 10,964,412 8,633,827 7,817,918
Loss per share: '
Basic and diluted (A/B)............. $ (2.31) $ (147) % (0.57)

B. Investments:

As of September 30, 2006, our short-term investment consisted of a U.S. Treasury Bill with a maturity
date of November 16, 2006. As of September 30, 2005, our short-term investments consisted of a U.S.
Treasury Bill with a maturity date of January 26, 2006 and a U.S. Treasury Note with a maturity date of
February 13, 2006. At September 30, 20053, the U.S. Treasury Note, which matured on February 15, 2006,
had a market value of $4,534,050. It was recorded as available-for-sale and was marked-to-market during
the fiscal year ended September 30, 2005, to reflect a temporary decline in value, which was recorded as a
separate component of stockholders’ equity entitled “Accumulated other comprehensive loss.” Our
remaining short-term and long-term investments for the fiscal year ended September 30, 2005 were
classified as held-to-maturity and, as a result, were recorded at amortized cost. As of September 30, 2006,
there were no investments classified as available-for-sale.

Interest income consisted of the following:

For the years ended September 30,

2006 2005 2004
INterest iNCOME . ..ot vreeeeiee e enneancnns $1,641,287 § 604,193 § 382,738
Amortization of premiums on purchased
INVESIMENES . ovvevieiiiiiie i iens (66,316) (184,758) (213,191)
Total ..o e $1574971 § 419435 § 169,547

C. Inventories:

The major classes of inventories were as follows at September 30:

2006 2005
Rawmaterials . . ... . i e $302,937 $297,188
WOTK in PrOCEsSS ... oot it it ie i a e 52,556 33,391
Finishedgoods . ... ... i i i 14,567 37,209
Total INVENIOTIES. « oottt et et e eriereereevnvenann $370,060 $367,788

66




The aggregate amount of overhead remaining in ending inventory as of September 30, 2006 and
Septeml?er 30, 2005 was $31,610 and $26,383, respectively.

|
D. Current and Long-Terin Liabilities:

e e e

Ac;erued expenses consist of the following at September 30:
i

fji . 2006 2005

: Clinical trials . . .. ...t it e e e - $2,777,593 $ 802,616
b Professional fees. .. ....ovurnee e 285,776 192,800
“ Salaries and other compensation. . ............. ..o 326,528 209,340
i Licenseandroyaltyfees ... 159,464 83,000
1 Other. .o e e 185,162 39,800
l TOtalS ottt e e $3,734,523  $1,327,556

Deferred revenue consnsted of the following at September 30, 2006 and 2005:

I

F' Cytogen Berlex Qther Total

1’ At September 30, 2006:

| Shortterm..................... $263,319 § 737,755 §$ 6,000 $1,007,074

" Longterm .........covvvvvvnnnn, 131,660 1,658,925 4,822  $1,795,407

| Total ..., $394,979 $2,396,680 $10,822 $2,802,481

' At September 30, 2005 ‘

¢ Shortterm....................- $376428 $ 737,755 § — $1,114,183

“ Long term ... .. e 188,214 2,396,680 —  $2,584.894
Total ... $564,642 $3,134435 § — $3,699,077

‘r
|

E. Income Taxes:

Deferred tax assets and deferred tax liabilities are recognized based on temporary differences between
the fmancral reporting and tax basis of assets and liabilities using statutory rates. A valuation allowance is
recorded against deferred tax assets if it is more likely than not that some or all of the deferred tax assets

will not be realized.
l

There were no income tax provisions or benefits for fiscal years 2006, 2005 or 2004. A reconciliation of |
the statutory U.S. federal income tax rate to our effective income tax rate is as follows: ;

‘.; . For the years ended September 3,

i 3006 2005 2004
! Statutory U.S. federal taxrate . .......... 34.00 % 34.00 % 34.00 %
ﬂ State taxes, net of federal benefit ........ 6.27 % 6.30 % 6.30%
i Permanentitems,net................... 0.18 % 0.44 % 3.39%
HOOther. ..o 1.03 % — —
i Valuation allowance.................... (41.48)% (40.74)Y% (43.69%

Total ... — — —
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The components of the deferred tax assets and liabilities were as follows at September 30:

2006 2005 2004
Assets
Net operating loss carry-forwards ................... $ 26,478,108 § 17,804,261 § 12,623,394
Tax credit carry-forwards. . .............. ... ... ... 4,423,433 4,109,568 3,832,54]
Deductible intangibles .. ................ ... ... L 28,907 39,108 49,310
Deferredrevenue .. ....coovvveieina.... s 1,124,202 1,489,619 2,005,424
Capital loss carry-forward . ............ ... ... ..... 1,034,055 1,034,055 1,034,055
Stock option expense . ......coviiii i 1,236,506 137,372 —_—
L 11173 S 1,369,762 550,636 414,644
Liabilities '
Property, plant and equipment depreciation...... ..., (172,836) (161,325) (135,354)
OHhET - ettt 10,297 7,249 (53,733)
Subtotal. ... ... e - 35,532,434 25,010,543 19,770,281
Valuation allowance .. ... ....ooin i, (35,532,434)  (25,010,543) (19,770,281)
Netdeferred taxes. ... ..vviit e e $ — — 3§ - —

Due to the uncertainty surrounding the realization of the favorable tax attributes in future tax returns,
we have recorded a full valuation allowance against our otherwise recognizable net deferred tax assets. The
$17,726,000 increase in the valuation allowance in the three year period from September 30, 2003 to

September 30, 2006 is primarily due to a $16,587,000 increase in net operating loss carryforwards and
$1,237,000 of stock option expense.

At September 30, 2006, we had unused net operating loss, or NOL, carryforwards for federal income
tax purposes of approximately $68,500,000 which begin to expire in fiscal 2010. We have unused state NOL
carryforwards of approximately $51,000,000 which began to expire in fiscal 2006. We have federal research
and experimentation credits of approximately $3,600,000 which began to expire in fiscal 2006. We also
have $3,041,338 of capital loss carryforwards which begin to expire in fiscal 2007.

Included in the net operating loss and tax credit carryforwards discussed above is approximately
$1,365,000 reflecting the benefit of deductions from the exercise of stock options. This benefit will be

" credited to additional paid-in capital when realized.

F. Equity-Based Compensation:

We have several stock-based compensation plans. At our Annual Meeting of Stockholders held on
February 7, 2006, our stockholders approved an amendment and restatement of our 2000 Stock Plan to,
among other things, increase the number of shares of our commeon stock that may be issued under the plan
by 1,000,000 to 2,000,000. Our Amended and Restated 2000 Stock Plan provides for the grant of options
and other stock awards to our directors, officers, employees and consultants at a price determined by the
Board of Directors or the Compensation Committee of our Board of Directors. The terms and conditions
of each such grant, including, but not limited to, the number of shares, the exercise price, term of the

option/award and vesting requirements, are determined by the Board of Directors or the Compensation
Committee of our Board of Directors.

As of September 30, 2006, we have granted options and restricted stock units covering
1,444,750 shares of common stock under the Amended and Restated 2000 Stock Plan, of which 125,650
stock options and no restricted stock units have expired or terminated, and 288,625 of which have been
exercised. The remaining number of shares availabte for future grants as of September 30, 2006 was
680,900. Previously, each non-employee member of the Board of Directors received an immediately
exercisable option to purchase 8,000 shares of common stock on the first Tuesday in each of
November 2003, 2004 and 2005. On February 7, 2006, cach of the non-employee directors was granted an
immediately exercisable option to purchase 2,000 additional shares of common stock; see also note P of
Notes to Financial Statements. All outstanding options granted have an exercise price equal to the closing
price of our common stock on the grant date and substantially all have a ten year term.
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Our standard stock optlon agreement allows for payment of the exercise price for vested stock options

either through cash remittance to us in exchange for newly issued shares, or through a non-cash exchange
of prev10usly issued shares held by the recipient in exchange for our newly issued shares. The latter method
results i m no cash being received by us, but also results in a lower number of total shares subsequently
being oulstandmg (as compared to a cash exercise), as a direct result of previously issued shares being
exchanged in return for the issuance of new shares, Shares returned to us in this manner are retired.

Our 1993 Stock Plan, approved by our stockholders, provided for the grant of options to our directors,
officers.-.employees and consultants to purchase up to an aggregate of 700,000 shares of common stock at a
price eq"ual to at least the fair market value, or the minimum legal consideration, of the stock at the date of
the grant for incentive stock options and non-statutory stock options, respectively. No further grants may
be made under our 1993 Stock Plan. The maximum térm of the options under the 1993 Stock Plan is ten
years, W1th limited exceptions. The remaining number of shares subject to outstanding options pursuant {0
this plan as of September 30 2006 was 41,250.

OnlNovember 5, 1991 our Board of Directors adopted the 1992 Non-Employee Director Stock
Option | Plan which our stockholders subsequently approved. No further grants may be made under the
1992 Plan The 1992 Plan provided for the grant to each non-employee director holding such position on
November 5, 1991 and 1996, of an option to purchase 5,000 shares of common stock at a price equal to the
fair mdrket value of the stock at the date of the gram vesting in equal installments over a five year period.
The 1992 Plan also provided for the grant to new members of the Board of Directors, on the date of each
such dlreetor s election, and on each fifth anniversary thereof, of an option to purchase 5,000 shares of
common stock. There are no remaining shares subject to outstanding options pursuant to this plan as of
September 30, 2006.

On November 10, 1992, our Board of Directors adopted the 1993 Non-Employee Director Stock
Optloanlan which our stockholders subsequently approved. No further grants may be made under the
1993 Plan. The 1993 Plan provided for the grant to each non-employee director holding such posmon on
November 10, 1992, and 1998, of an option to purchase 5,000 shares of common stock at a price equal to
the fair’ ‘market value of the stock at the date of the grant, vesting in equal installments over a five year
penod The 1993 Plan also provided for the grant to new members of the Board of Directors, on the date
of each!such director’s election, and on each sixth anmversary thereof, of an option to purchase 5,000
shares 4“)f common stock. There are no remaining shares subject to outstanding options pursuant to this
plan as of September 30, 2006. i

Oﬁ October 1, 2005, we adopted SFAS 123R and its related implementation guidance and
pronouncements as promulgated by both the FASB and the SEC in SAB 107, associated with the
accountmg for the share-based compensation arrangements of our employees and certain of our directors,
mcludlng our Employee Stock Purchase Plan program. These pronouncements require that equity-based
compensatlon cost be measured at the grant date (based upon an estimate of the fair value of the
compensatlon granted), or in certain circumstances, the service inception date, and recorded to expense or
capitalized over the requisite service period, which generally is the vesting period. We adopted SFAS
123R, usmg the modified prospective method in the first quarter of fiscal 2006. Accordingly, results for
interim and fiscal year periods prior to October 1, 2005 do not include, and have not been revised to
reflecti amounts associated with the requirements of SFAS 123R.

Inlﬁscal 2006, we recorded a $3,772,003, or $0.34 per share, non-cash charge associated with the
implementation of SFAS 123R for employee stock-based compensation, with a corresponding credit to
add1t10nal paid-in capital. Of this amount, $3,049,879 was charged to selling, géneral and administrative
expenses and $722,124 was charged to research and development expenses. A significant portion of the
expense recorded in fiscal 2006 is attributable to options granted to Dr. Brian J.G. Pereira (as discussed in
Note L) and to our non-employee directors under our 2000 Stock Plan, There were no equity-based
compensatlon costs capitalized in fiscal 2006, as such amounts were not material. Due to the uncertainty

surroundmg the realization of the favorable tax attributes in future tax returns associated with operating
i f
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losses we incurred in the past several years, we have recorded a full valuation allowance against our |
otherwise recognizable net deferred tax assets as of September 30, 2006 and 2005. Accordingly, no income
tax benefits were recognized by us in fiscal 2006 associated with the adoption of SFAS 123R, and there was
no impact recorded in cash flows from financing activities nor cash flows from operating activities as
reported in the accompanying Statements of Cash Flows.

We record stock-based compensation granted to consultants in accordance with existing
pronouncements. In fiscal 2006, we recorded a $231,246, or $0.02 per share, non-cash charge with a
corresponding credit to additional paid-in capital in connection with stock options granted to consultants.
Of this amount, $27,125 was charged to research and development expense and $204,121 was charged to
selling, general and administrative expense. In fiscal 2005 and 2004, we recorded a non-cash charge of
$341,127 and $43,432, respectively, all of which was charged to research and development expense, with a
corresponding credit to additional paid-in capital in connection with stock options granted to consultants.

We estimate the fair value of equity-based compensation utilizing the Black-Scholes option pricing
model. This model requires the input of several factors such as the expected option term, expected
volatility of our stock price over the expected option term, expected risk-free interest rate over the
expected option term, expected dividend yield over the expected option term, and an expected forfeiture
rate, which are subject to various assumptions. We believe this valuation methodology is appropriate for
estimating the fair value of stock options we grant to employees and directors which are subject to SFAS
123R requirements. These amounts are estimates and thus may not be reflective of actual future results or
amounts ultimately realized by recipients of these grants. These amounts, and the amounts applicable to
future quarters, are also subject to future quarterly adjustments based upon a variety of factors, which
include, but are not limited to, the issuance of new options. The following table summarizes the weighted
average assumptions we utilized for grants of options to differing groups of opticnees in the fiscal year
ended September 30, 2006:

Options Granted  Options Granted  Options Granted

Assumptions : to President to Directors to Employees
Risk Free Interest Rate %....... ...t .. . 44 4.5 4.5
Expected Volatility ................ .. ... ... 76 76 76
Expected Option Term.............. e 5.6 5 6.25
Dividend Yield.................... .. ... e none none none

Substantially all options granted have a contractual ten year term. Certain options granted to
Dr. Brian J.G. Pereira and to directors generally vested either immediately or over a three year period.
Option grants to employees generally vest over a four year period of continuous employee service. Risk
free interest rates utilized are based upon published U.S. Treasury yield curves at the date of the grant for
the expected option term, Expected stock price volatility is based upon the historical volatility of our
common stock price over 1 to 6.25 years. For options granted prior to September 30, 2005, we used
historical exercise and forfeiture information associated with groups of employees and directors to
determine expected term and forfeiture rates. For options granted after September 30, 2005, we continue
to use historical forfeiture information to determine forfeiture rates. However, the simplified approach, as
outlined in SAB 107, was utilized to determine expected term,
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Stock option activity is as follows for the years ended September 30:
i

b 2006 2005 2004

: Weighted Weighted Weighted
! Average Average Average
I Exercise Exercise Exercise
b Options i Price Options Price Options . Price

854366 $ 7.24
243,500  13.29
(127,719)  4.98
(52,875) 199

917,272 'S 9.11
701,750 * 17.93
(487,272) ° 7.06
(90,025) , 13.81

Outstancliing at beginning of year* .. .
Granted' ..........................
Exercrsed* ........................
Expired and/or Forfeited ....... e

879347 § 6.06
193,500  12.00
(197,981) 638
(20,500)  9.90

Oulstandlng atyearend............ 1,041,725 $15.61 917,272 § 9.11

854,366 $ 7.24

Optlons exercisable at end of year ., - 395,000  $10.44 574,022 § 7.80 470991 § 6.78
Welghted average fair value of

options granted during the fiscal :

year e:pded September 30,2006 ... § 1234 $ 947 $ 178

¥

* These figures do not include warrants outstandmg and/or exercisable.

The following table summarizes information about stock options outstanding and exercisable at

September 30, 2006:

+

I
!t Options Qutstanding

Options Exercisable

d Weighted Average

Weighted Average

t Number Remaining Exercise Number Remaining

Range of exercise prices Qutstanding  Contractual Life Price Exercisable Contractual Life  Exercise Price
$1.00-$3;.38 10,250 4.4 % 3.06 10,250 4.4 $ 3.06
$3.39-85.06 19,250 50 422 18,625 50 4,22
$5.07- $7 59 31,125 51 : 524 13,375 6.1 5.14
$7.60- $11 39 489,875 8.5 l 0.44 247,625 8.0 9.65
$11.40- $17 09 175,375 8.1 . 14.23 87,125 7.9 13.36
$17.10- $25 63 128,000 9.4 ! 19.98 16,000 9.4 19.98
$25.64- $36 77 187,850 9.8 ; 3357 2,000 95 36.77

Total| 1,041,725 6 i 81561 395000 7. $10.44

:

The following table summarizes information about unvested stock options for the year ended

September 30, 2006; '
I i

Weighted Average

1 . Fair Market Value
Unvested stock options f Unvested Options  at Option Grant Date
Unvested options at beginning of year® ......................... 343,250 $ 7.66
Granted ........................................ R 701,750 17.93
U R e (332,750) 6.77
Explred and/or forfeited. . ................. .., e -~ (65,525) 10.68

646,725 $12.89

Unvested options at end ofyear*.................. e .

* These figures do not include warrants outstandmg and/or exercisable.

The aggregate intrinsic value of options outstandmg and options exercisable, measured at
September 30, 2006, was approximately $19,261,000 and $9,346,000, respectively. This data excludes
restrrcted stock units. The aggregate intrinsic value of options exercised in the fiscal year ended

September 30, 2006 (excluding warrants exercised and purchases made pursuant to the Employee Stock

Purchase Plan), measured as of the exercise date, was approxnmately $9,373,000.

i|
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At September 30, 2006, the amount of unrecorded stock-based compensation expense for stock
options associated with the adoption of SFAS 123R attributable to future periods was approximately
$7,078,000, which is expected to be amortized to expense on a straight line basis over the next twelve
quarters. This estimate is subject to change based upon a variety of future events which include, but are not
limited to, changes in estimated forfeiture rates, and the issuance of new options.

In the fiscal year ended September 30, 2006, we also issued an aggregate of 30,000 restricted stock
units to employees pursuant to our Amended and Restated 2000 Stock Plan, all of which were outstanding
and unvested as of September 30, 2006. These grants vest ratably, on an annual basis, over a four year
period. The estimaied fair value of restricted stock granted was determined at the grant date based upon
the quoted market price per share on the date of the grant. The estimated fair value of these restricted
stock unit awards was approximately $630,000. At September 30, 2006, the amount of unrecorded expense
for these restricted stock units attributable to future periods was approximately $535,000, which is expected
to be amortized primarily to expense on a straight line basis over a weighted average amortization period
of approximately four years. This estimate is subject to change based upon a variety of future events which

include, but are not limited to, changes in estimated forfeiture rates, and the issuance of new options or
awards.

The following table presents summarized data relative to restricted stock units granted pursuant to
our Amended and Restated 2000 Stock Plan for the fiscal year ended September 30, 2006:

Weighted Average
Unvested Fair Value

. Restricted at Restricted Stock
Restricted Stock Units Stock Units

Unit Grant Date
Outstanding at beginning of year* ....... ... ... ... .. ol — $ —
Granted........ ... ... iiiiiiiils et P 30,000 20.98
Exercised. .. ..o e — —
Forfeited . ... oo — —
Qutstanding atend of year* . .......... ... ..ol 30,000 $20.98
Restricted Stock Units exercisable atend of year*....................... $ —

*  These figures do not include warrants outstanding and/or exercisable.

Prior to October 1, 2005, we applied Accounting Principles Board Opinion No. 25 “Accounting for
Stock Issued to Employees,” or APB 25, and related interpretations in accounting for qualifying options
granted to our employees and directors under our plans and applied SFAS No. 123 “Accounting for Stock
Issued to Employees,” or SFAS 123 (as amended by SFAS 148 “Accounting for Stock-Based
Compensation-Transition and Disclosure-an amendment of FASB Statement No. 123,” or SFAS 148), for
disclosure purposes only. The SFAS 123 and SFAS 148 disclosures for periods prior to October 1, 2005
include pro forma net loss and loss per share as if the fair value-based method of accounting had been
used. Stock-based compensation to certain non-employees is accounted for in accordance with SFAS
123R, utilizing the measurement guidance of EITF 96-18 “Accounting for Equity Instruments that are
Issued to Other Than Employees for Acquiring, or in Conjunction with Selling, Goods or Services.”
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If stoi:k based compensl;ation for employees had been determined based on SFAS 123, as amended by
SFAS 148, our pro forma net Joss and pro forma loss per share for the fiscal years ending September 30,
2005, and:September 30, 2004 would have been as follows:

n
!
I
!

i

U

! For the years ended September 30,
i

‘ 2005 2004
Reported netloss......... oot $(12,714,615)  $(4,495,200)
Pro formz]\) stock compensation expense .................ii... I (1,262,701) (629,424)
Pro forma’ 1T - S N $(13,977,316) $(5,124,624)
Reported Ioss per.share: :
Basic dl‘ld diluted....... e e e $ (147) § (0.57)
Pro forma loss per share: '
Basic and diluted. .. .... T ERRRRIRS $ (162) § (0.66)

| 5

The falr value of substantially all options granted during fiscal years 2005 and 2004 was estimated on
the date of grant using the Black-Scholes option-pricing model with the following weighted average
assumptlons (1) expected llfe of 6.25 years in 2005, and 6.0 years in 2004; respectively; (2) expected
volatility of 76.7% in 2005, and 69.9% in 2004; and (3) weighted average risk-free interest rates of 3.90% in
2005 and 3 64% in 2004; and (4) no dividend yield. .

i

Employee Stock Purchase Plan

Our 2(]03 Employee Stock Purchase Plan provndes for the issuance of up to 100,000 shares of our
common stock to eligible employees. Under the terms of the 2003 Employee Stock Purchase Plan, which
expires on May 31, 2007, eligible employees may purchase shares (subject to certain plan and/or income tax
limitatiorjl:s) in five annual offerings through payroll deductions of up to a maximum of 10% of the
employeé’s earnings, at a price equal to the lower of 85% of the fair market value of the stock on the
applicable annual offering commencement date of June 1 or termination date of May 31. As of
September 30, 2006, 49,567 shares have been issued under the 2003 Employee Stock Purchase Plan,

In flscal 2006, the assumptions used for awards under our 2003 Employee Stock Purchase Plan were
as fol]owq (1) expected term of 1.0 years; (2) an expected volatility of 65.4%; (3} a weighted average risk-
free lnterest rate of 5.05% and (4) no dividend yield. In the fiscal year ended September 30, 2005, the
assumpuons used for awards under our 2003 Employee Stock Purchase Plan were as follows: (1) expected
life of 1 0  years; (2) expected volatility of 106.0%; (3) weighted average risk-free interest rate of 3.25% and
{4 no dlv:dend yield. In the fiscal year ended September 30, 2004, the assumptions used for awards under
our 2003 Employee Stock Purchase Plan were as follows: (1) expected life of 1.0 years; (2) an expected
volatility of 77.3%; (3) a weighted average risk-free interest rate of 1.41% and (4) no dividend yield.

The weighted averagef fair value for each purchase right granted during fiscal years 2006, 2005 and
2004 under our 2003 Employee Stock Purchase Plan and the predecessor plan in effect since 1997 was
$11.54, $5.24, and $1.72, respectively, and was estimated using the Black-Scholes option-pricing model.

’ i
Stock Options Granted to Consultants

In fiécal 2005, we granted options to one of our directors pursuant to a consulting agreement. See
Note L * Related Party Transactions” of Notes to Financial Statements hereunder.

In August 2005, we entered into three-year consulting agreements with seven nonaffiliated members
of our Screntlflc Advisory Board. Under the terms of these consultmg agreements, the members provide
advice and consultation to us as we progress through our ongoing development program for ferumoxytol in
IV iron r“eplacemem therapy. The term of the consulting agreements may be extended for additional
periods with the written consent of each party. As compensation for these consulting services, we granted
these members in the aggregate, options to purchase 11,000 shares of our common stock under the 2000
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Stock Plan, at an exercise price of $11.82 per share, in addition to cash compensation also associated with
some of the agreements. The options were exercisable with respect to 2,750 shares immediately, and at the
beginning of each quarter following the date of grant, beginning with November 1, 2005, 2,750 additional
shares vested, such that all such options are now fully vested and exercisable. This resulted in a non-cash
accounting charge being recorded as an expense each quarter over a one year period, of which $44,550 was
charged to expense in the fourth quarter of fiscal year 2005 and $93,714 was charged to expense in fiscal
year 2006 (with a corresponding credit to additional paid-in capital), in amounts approximating the fair
value of the foregoing options.

In fiscal 2003, we granted an option to purchase 10,000 shares of our common stock to a scientific
consultant under the 2000 Stock Plan, This option vested over a two-year period commencing in
March 2003. We recorded an expense of $3,116, $43,432 and $30,881 for the fiscal years ended
September 30, 2005, 2004 and 2003, respectively, associated with this option and have recorded an
offsetting credit to additional paid-in capital. This option was remeasured at every balance sheet date until
completion of services. Vesting concluded in the second quarter of fiscal 2005. In fiscal 2005, we granted a
new option to purchase 8,000 shares of our common stock to this scientific consultant under the 2000 Stock
Plan. This option vested over a two-year period commencing in July 2005. We recorded a non-cash
accounting charge of $40,103 in the fiscal year ended September 30, 2005, and $27,125 in the fiscal year
ended September 30, 2006, associated with these options and have recorded an offsetting credit to
additional paid-in capital. This agreement was terminated in fiscal 2006.

G. Employee Savings Plan:

We provide a 401(k) Plan to our employees by which they may defer compensation for income tax
purposes under Section 401(k) of the Internal Revenue Code. Each employee may elect to defer a
percentage of his or her salary on a pre-tax basis up to a specified maximum percentage. We match every
dollar each employee contributes to the 401(k) Plan up to six percent of each employee’s salary to a
maximum of $2,000 annually per employee. Salary deferred by employees and contributions by us to the
401(k) Plan is not taxable to employees until withdrawn from the 401(k)} Plan and contributions are
deductible by us when made. The amount of our matching contribution for the 401(k) Plan was $72,752,
$53,999, and $40.433, for the fiscal years 2006, 2005 and 2004, respectively,

H. Common Stock Transactions:

At our Annual Meeting of Stockholders held on February 7, 2006, proposals to (1) amend and restate
our 2000 Stock Plan to, among other things, increase the number of shares of our common stock that may
be issued under the plan by 1,000,000 to 2,000,000, and (2) amend our Certificate of Incorporation, as
amended, to increase the number of shares of our common stock authorized thereunder from 15,000,000
to 25,000,000, were approved by a vote of our stockholders.

In March 2006, we sold an aggregate of 1,233,214 shares of our common stock, $.01 par value per
share, in an underwritten public offering resulting in gross proceeds of approximately $33.8 million, Net
proceeds to us after deducting fees, commissions and other expenses related to the offering were
approximately $31.7 million. The shares were issued pursuant to our then existing shelf registration

statement on Form S-3 and a registration statement filed pursuant to Rule 462(b) promulgated under the
Securities Act of 1933, as amended. '

In June 2005, we sold an aggregate of 1,799,995 shares of our common stock and warrants to purchase
an aggregate of 359,999 shares of our common stock in registered direct sales of common stock and
warrant units to affiliates of Great Point Partners, LLC and Vivo Ventures, LLC and Brian J. G. Pereira.,
MD, who was a director but not an officer at the time. Each unit was comprised of five shares of common
stock and a warrant to purchase one share of common stock. The issue price for each unit was $47.50, and
the exercise price for each warrant was $13.00 per share. The warrants had a term of three years. As of
September 30, 2006, all of these warrants were exercised, of which 136,582 shares were tendered via a
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non-cash exchange in payment of the exercise price per the terms of the warrants, resulting in the net
" issuance of 220,260 shares of our common stock, and of which 3,157 shares were issued to Dr. Pereira in
exchange for cash payment|of the exercise price.

On] uly 2, 2003, we sold an aggregate of 1,047,120 shares of our commeon stock and warrants to
purchase 261,780 shares of our common stock at an exercise price of $15.50 and with a term of three years
ina prwate placement to several institutional investors. The securities were issued to accredited investors
ina pnvate placement transaction exempl from registration pursuant to Section 4(2) of the Securities Act
of 1933 and Rule 506 of Regulation D as an issuer transaction not involving a public offering. As of
September 30, 2006, warrants were exercised for a total of 261,780 shares of common stock. A portion of
these warrants were exercrsed for a total of 222,513 shares of common stock, of which approximately
125,603 shares Wwere tendered via non-cash exchanges in payment of the exercise price per the terms of the
warrantsi'whrch resulted i in 'the net issuance of 96,910 shares of our common stock. In addition, 39,267
shares were issued in exchange for cash payment of the exercise price.

»
4

I. Pret;crred Stock: . .

Our'certificate of incorporation authorizes our Board of Directors to issue preferred stock from time
to time m one or more sertes The rights, preferences, restrictions, qualifications and limitations of such
stock are'determined by the Board of Directors. There were no preferred shares issued or outstanding as
of September 30, 2006, 2005 or 2004,

!

J. Segn_i‘fnent lnformationlz

We 'have determined that we conduct our operations in one business segment. In fiscal 2006, 2005 and
2004, revenues from custor"ners and licensees outside of the United States, principally in Europe and
Japan, amounted 10 41%, 22%, and 21%, respectively, of our total revenues. Long-lived assets consist
entirely Qf property and equipment and are located in the United States for all periods presented.

I
K. Commltments and ContmgenmeS'
Legal Proceedmgs |

Oni.l anuary 25, 2006, Cytogen filed a lawsuit against us in Massachusetts Superior Court. The
complallnt included claims of breach of contract, breach of implied covenant of good faith and fair dealing,
fraudulent mlsrepresentauon and unjust enrichment and relates to a license and marketing agreement
entered Imto in August 2000 between us and Cytogen granting Cytogen certain rights to Combidex and to
ferumoxytol for oncology imaging applications only. We filed an answer to the complaint asserling
numerous counterclaims, including breach of contract, defamation, tortious interference with
advantageous business relations, tortious interference with contract, abuse of process, and violation of the
Lanham Act. We believe Cytogen s lawsuit has no merit, and we plan to conduct a vigorous defense-of the
claims set forth in the complamt Due to the fact that Cytogen is seeking unspecified damages and that the
case is still in its early stdges we cannot at this time predict the outcome of the case nor estimate the
posmble!loss or range of Ioss we could incur if there were an unfavorable outcome with respect to this
lltlgatlon In addition to the expense and burden incurred in defending this lawsuit and any damages that
we may suffer our management s efforts and attention may be diverted from our ordinary business

operdtlons in order to address these claims. If the final resolution of this lawsuit is unfavorable to us, our
financial condition, results of operations, cash flows and liquidity might be materially adversely impacted
since our existing insurance policies do not cover this matter.

: |
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Commitments
Operating and Facility Lease Obligations : '

We have entered into several agreements to service and/or lease certain office equipment, laboratory
equipment, and one vehicle. Such agreements expire in late 2006 through 2009. Office and taboratory
equipment rental expenses for the years ended September 30, 2006, 2005 and 2004 amounted to $78,619,
$34,532, and $25,423, respectively. Future minimum lease and service payments associated with all
noncancellable equipment service and lease agreements {(which excludes facility related leases) for fiscal
years 2007, 2008 and 2009 are estimated to be $49,620, $24,716 and $10,379, respectively.

On February 28, 2006, we entered into a lease agreement with CambridgePark 125 Realty
Corporation, for certain real property comprised of approximately 8,230 square feet of executive office
space located at 125 CambridgePark Drive, Cambridge, Massachusetts. The lease has a three year term,
with an additional partial month at the beginning of the term and provides for one option to extend the
lease for a two year period. Under the terms of the lease, we are required to pay the landlord
approximately $15,600 per calendar month for the first year of the term (plus the partial month at the
beginning of the term), approximately $16,300 per calendar month for the next year of the term and
approximately $17,000 per calendar month for the last year of the term. Facility related rent expense
recorded in the fiscal year ended September 30, 2006 was $115,155. There was no facility related rent
expense incurred in the fiscal years ended September 30, 2005 and 2004. As of September 30, 2006, future

minimum facility related lease payments for fiscal years 2007, 2008 and 2009 are $202,321, $210,551, and
$89,158, respectively.

On November 29, 2006, we entered into an amendment to the foregoing lease to provide for the
rental of an additional 8,154 square feet of executive office space at 125 CambridgePark Drive on a
coterminous basis with the existing lease. Under the terms of the lease amendment, we are required to pay
the landlord approximately $18,300 per calendar month for the first year of the amended lease for the
additional space, approximately $19,000 per calendar month for the second year of the amended lease for
the additional space, and approximately $19,700 per calendar month for the remaining term of the
amended lease for the additional space. All of the other terms and conditions of the original lease apply to
the additional rented space. In addition to rent, we are also required to pay a proportionate share of the
landlord’s annual operating costs and electricity. The rent for any extension term will be determined at the
time of the exercise of the option under terms set out in the lease.

In accordance with FASB Technical Bulletin No. 85-3 “Accounting for Operating Leases with
Scheduled Rent Increases”, rent expense is being recognized in the financial statements on a straight-line
basis over the lease term, excluding extension periods. In addition, we issued a $33,949 irrevocable letter of
credit to the landlord, which expires in April 2009, in fulfiliment of a security deposit requirement, of
which $15,603 had been issued as of September 30, 2006. This amount is classified on the accompanying
balance sheet as a long-term asset and is restricted in its use.

Purchase Commitments

In September 2006, we entered into two plirchase commitments in the amount of approximately
$213,000 for certain research and development materials and equipment, none of which had been received

by us as of September 30, 2006. We have no payment obligations pursuant to these purchase commitments
until we receive supplies in satisfactory condition.

Guarantor Arrangements

In November 2002, the Financial Accounting Standards Board, also known as the FASB, issued FASB
Interpretation No. 45, also known as FIN 45, “Guarantor’s Accounting and Disclosure Requirements for
Guarantees, Including Indirect Guarantees of Indebtedness of Others an interpretation of FASB
Statements No. 5, 57, and 107 and rescission of FASB Interpretation No. 34.” FIN 45 elaborates on the
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dlsclosures to be made by a guarantor in its interim and annual financial statements about its obligations
under certam guarantees that it has issued. [t also requires that a guarantor recognize, at the inception of
certain types of guarantees, a liability for the fair value of those guarantees. The initial recognition and
measurement provisions of FIN 45 are applicable on a prospective basis for guarantees issued or modified
after Dei::ember 31, 2002.

Thejfollowing is a summary of our agreements in effect as of September 30, 2006 that we have
determiried are within the scope of FIN 45.

fi

As permitted under Delaware law, pursuant to our certificate of incorporation, by-laws and
agreements with all of our current directors, we are obligated to indemnify our officers and directors for
certain events or occurrences while the officer or director is, or was, serving at our request in such capacity.
The maximum potential amount of future payments we could be required to make under these
mdemmflcatton obligations is not capped. In our recent history, we have not incurred costs to defend
lawsu;tspr settle claims related to these indemnification obligations. As a result, we believe the estimated
fair valug of these indemnification obligations is immaterial.

Asi 15 customary in our industry, the marketing and dlstnbutlon agreements that we enter into in the
ordmary course of our busmess in connection with the sale and distribution of our products contain
1ndemmf1cat10n provisions. Pursuant to these agreements, we indemnify, hold harmless, and agree to
relmburse the indemnified party for all or a portion of the losses suffered or incurred by the indemnified
party, generally our business partners, in connection with any U.S. patent or any copyright or other
mtellectual property infringement claim by any third party with respect to our products. The terms of these
indemnification obligations vary. The maximum potential amount of future payments we could be required
to makeI under these indemnification obligations is not capped. In our recent history, we have not incurred
costs to defend lawsuits or settle claims related to these mdemmflcatlon obligations. As a result, we believe
the esnmated fair value of these obligations is'immaterial. :

We enter into agreements with certain institutions and physicians in the ordinary course of our
busmess in connection with the clinical development of our product candidates. These agreements
general]y include standard indemnification provisions pursuant to which we indemnify, hold harmless, and

agree [o reimburse the indemnified party against certain cltaims by third parties arising out of the clinical
development activities performed by the indemnified party. The maximum potential amount of future
payments we could be required to make under these indemnification obligations is not capped; however,
we have general and umbrella insurance policies that should enable us to recover a portion of any amounts
paid. lnlour recent history, we have not incurred any costs to defend lawsuits or settle claims related to
these 1ndemmf1cat|on obligations. As a result, we believe the estimated fair value of these obligations is

1mmatenal

Agreem.i?nts

Our marketing strategy has included forming alliances with pharmaceutical companies to facilitate the
sale and distribution of our products. At present we have the following principal collaborations:

BERLEX LABORATORIES, INC. In February 1995, we entered into a-license and marketing
dgreement and a supply agreement with Berlex, granting Bertex a product license and exclusive marketing
rights to Feridex I.V. in the United States and Canada. In 1996, the parties agreed to remove Canada from
the terljttorles subject to the agreement. Under the terms of the agreement, we receive payments for
manufcicturing the product and royalties on sales. Under the terms of our agreements with Berlex, Berlex
pays for 60% of ongoing development expenses related to Feridex 1.V, These agreements expire in 2010 but
can be termmated earlier upon the occurrence of certain specified events. Under the terms of the license
and marketmg agreement, we have the right to terminate the exclusive marketing rights based on the
failure of Berlex to achieve minimum sales targets, but we have not exercised that right at this time.

I|
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CYTOGEN CORP. In August 2000, we entered into a license and marketing agreement and a supply
agreement with Cytogen. Cytogen has exclusive United States marketing rights to Combidex, our
investigational functional molecular imaging agent consisting of iron oxide nanoparticles for use in
conjunction with-MRI to aid in the differentiation of cancerous from normal lymph nodes..In addition,
Cytogen has the exclusive right to market and sell ferumoxytol, for oncology imaging applications only, in
the United States, however, we have decided not to pursue the development of ferumoxytol for oncology
imaging applications. Under the terms of our agreement, we also agreed to grant to Cytogen the exclusive
right to market and sell Feridex IV, in the United States if our existing marketing arrangement with Berlex
for Feridex 1.V. terminates for any reason. Upon signing the agreements with Cytogen, we received
1,500,000 shares of Cytogen common stock as a non-refundable license fee. An additional 500,000 shares
of Cytogen common stock were placed in escrow to be released to us upon satisfaction of certain
milestones under the agreements. As a resuilt of a 10 for 1 reverse stock split of Cytogen’s common stock,
which became effective in October 2002, these escrowed shares have been converted into 50,000 shares of
Cytogen common stock. The release of 25,000 of these shares is dependent upon progress in the
development of ferumoxytol for oncology imaging applications, and we do not anticipate achieving this

" milestone. The release of the other 25,000 shares is dependent upon issuance by the FDA of an approval
letter relating to Combidex. Cytogen has agreed to pay us for manufacturing and supplying the products
and royalties on sales, if any, relating to the products licensed to them. These agreemenis have an initial
ten-year term with automatic five-year extensions, but can be terminated earlier upon the occurrence of
certain specified events.

On January 25, 2006 Cytogen filed a lawsuit against us in Massachusetts Superior Court. The
complaint includes claims of breach of contract, breach of implied covenant of good faith and fair dealing,
fraudulent misrepresentation and unjust enrichment in connection with the license and marketing
agreement between us and Cytogen. We filed an answer to the complaint asserting numerous
counterclaims, including breach of contract, defamation, tortious interference with advantageous business
relations, tortious interference with contract, abuse of process, and violation of the Lanham Act. We
believe Cytogen’s lawsuit has no merit, and we plan to conduct a vigorous defense of the claims set forth in
the complaint. Due to the fact that Cytogen is seeking unspecified damages and that the case is still in its
early stages, we cannot at this time predict the outcome of the case nor estimate the possible loss or range
of loss we could incur if there were an unfavorable cutcome with respect to this litigation. In addition to
the expense and burden incurred in defending this lawsuit and any damages that we may suffer, our
management’s efforts and attention may be diverted from our ordinary business operations in order to
address these claims. If the final resolution of this lawsuit is unfavorable to us, our financial condition,
results of operations, cash flows and liquidity might be materially adversely impacted since our existing
insurance policies do not cover this matter.

EIKEN CHEMICAL CO., LTD. In 1988, we entered into a supply and marketing agreement with
Eiken Chemical Co., Ltd, or Eiken, granting Eiken the exclusive right to manufacture and distribute
Feridex L'V, in Japan. Eiken was responsible for conducting clinical trials and securing the necessary
regulatory approval in Japan, which was obtained in 1997. Under the terms of the agreement, as amended,
Eiken paid us an up-front license fee and agreed to pay royalties based upon products shipped for resale.
In 2005, Eiken informed us of its desire to terminate this agreement due to increased competition and
limited sales of Feridex I.V. in Japan. With our permission, Eiken began the process of withdrawing
Feridex I.V. as an approved product with the appropriate regulatory authorities in Japan. We expect the
withdrawal and the termination of our agreement with Eiken to take effect in early calendar year 2007.

GUERBET. In 1987, we entered into a supply and distribution agreement with Guerbet..Under this
agreement, Guerbet was appointed the exclusive distributor of Feridex 1.V, in western Europe and Brazil
(under the tradename Endorem™ ). This agreement was amended in 2002 to expand Guerbet’s exclusive
rights to distribute Feridex V. in various other areas, including South America, the Middle East, southeast
Asia, and eastern Europe. The agreement was further amended in 2006 to expand Guerbet’s exclusive
rights to distribute Feridex I.V. in certain additional Southeast Asian countries and South Africa. Guerbet
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is responsible for conducting clinical trials and securing the necessary regulatory approvals in the countries

in its territory. Guerbet has not pursued marketing approval in all the countries in which it has rights.
Under the terms of this agreement, Guerbet is obligated to pay royalties based on products shipped for
resale, We are entitled to receive an additional percentage of Guerbet’s sales in return for selling to
Guerbet |ts requirements for the active 1ngred1cnt used in Feridex I.V. The agreement terminates on the
later of (1) the expiration of the last to expire technology patent related to Feridex 1. V. or (ii) ten years after
the date ::jill necessary approvals were obtained in France.

In '1589 we entered into a second supply and distribution agreement with Guerbet granting Guerbet
an excluswe right to manufacture and sell GastroMARK in western Europe and Brazil (under the
tradename Lumirem) and the option to acquire such rights to any future MRI contrast agents developed by
us, Guerbet has exercised its rights to manufacture and sell Combidex (under the tradename Sinerem} in
western Europe and Brazil. This agreement was amended in 2002 to expand Guerbet’s exclusive rights to
manufac:riure and sell GastroMARK and Combidex in various other areas, including South America, the
Middle East, Southeast Asia, and eastern Europe. The agreement was further amended in 2006 to expand
Guerbet’s exclusive rights to distribute Combidex in certain additional countries. However, Guerbet has
not pursued marketing approval in all the countries in which it has rights. In February 2004, it was
detcrmlned through binding arbitration that Guerbet failed to meet its contractual obligations with respect
to the exercise of its option to acquire certain rights to ferumoxytol, and accordingly, all such rights
reverted back to us. Under the terms of this distribution agreement, Guerbet has agreed to pay us royalties
and a percentage of net sales as the purchase price for the active ingredient of the licensed products. We
are required to sell to Guerbet its requirements for the active ingredient used in Combidex and
GastroMARK. The agreement is perpetual but terminable upon certain specified events.

MA?LLINCKRODT INC. (a division of Tyco Healthcare Group LP). In 1990, we entered into a
manufacturmg and distribution agreement with Mallinckrodt granting Mallinckrodt a product license and
co- markelmg rights to GastroMARK in the United States, Canada and Mexico. Mallinckrodt currently has
rights to; 'GastroMARK in the United States only, Under the terms of the agreement, we receive royalties
based on Mallinckrodt’s GastroMARK sales as well as a percentage of sales for supplying the active
ingredie;'nt. The agreement is perpetual but terminable upon certain specified events.

SQUIBB DIAGNOSTICS (a division of Bristol-Myers Squibb Co.). In 1994, under an agreement with
Squibb Dlagnostlcs we reacquired the development and marketing rights to Combidex, which had
prevmusly been licensed to Squibb Diagnostics. Pursuant to this agreement, we are obligated to payup to a
maximum of $2,750,000 in royalties to Squibb Diagnostics in connection with commercial product sales of

Combzdex

OTHER We are the licensee of certain technologies related to our products under cross-license
agreements with Nycomed Imaging A.S. of Oslo, Norway (now known as Amersham Health, which is part
of GE Healthcare) or Nycomed, and Schering AG of Berlin, Germany. The license agreement with
Nycoqu requires us to make payments upon the attainment of particular milestones relating to
Feridex LV, and GastréMARK. We are also required under the Nycomed agreement to pay royalties on a
percentfage of product sales of Feridex [.V. and GastroMARK, if any. There were no milestone payments in
fiscal years 2006, 2005 or 2004, Future milestone payments under the Nycomed agreement will not to
exceed §400,000.

Wé are also a party to an agreement with one of our regulatory consultants for Combidex, which
obligates us to make certain royalty payments to this consultant based on any future commercial product
sales of Combidex in the United States. To date, we have not made any royalty payments with respect to
sales of Combidex. We do not expect any such royalty payments to be material.

i
I !
L. Related Party Transactions:
’ .
Lisa Gordon, the daughter of Jerome Goldstein, our Executive Chairman and Treasurer, joined us as

Director of Business Development and Investor Relations in May 2001 and served as Vice President of
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Business Development and Strategy, and Director of Investor Relations in the fiscal year ended
September 30, 2006. We made salary payments to Ms. Gordon of $171,578, §155,430, and $151,666, for
services rendered during the fiscal years ended September 30, 2006, 2005 and 2004, respectively. Rachel
Konforty, who is also the daughter of Jerome Goldstein, was employed by us as General Counsel and
Assistant Secretary from October 2002 through February 2005. Ms. Konforty accrued salary and bonus of
$98,745 in the fiscal year ended September 30, 2005; we made salary payments to Ms. Konforty of $110,451
for services rendered during the fiscal year ended September 30, 2004. On May 9, 2006, we hired Amir
Konforty, the son-in-law of Jerome Goldstein, as our Facilities Manager at an annual salary of $60,000.
The hiring of Mr. Konforty was reviewed in advance by the Audit Committee of our Board of Directors in
accordance with our Code of Ethics. Mr. Konforty, Ms. Konforty and Ms. Gordon were also eligible during
the fiscal years ended September 30, 2006, 2005 and 2004, during their respective periods of employment
with us, for employee benefits plans and programs available generally to all salaried employees, including
option grants.

In July 2005 we entered into a one-year consulting agreement with Dr. Brian J.G. Pereira, who was
then one of our directors but not an officer or employee. Under the terms of the consulting agreement,
Dr. Pereira provided advice and consultation to us in the areas of business development, product
marketing, medical affairs, Data Safety Monitoring Board and Scientific Advisory Board recruitment, and
such other areas as we may have requested from time to time. The term of the consulting agreement was
not extended. As compensation for his consulting services, Dr. Pereira received a grant of options to
purchase 60,000 shares of our common stock at an exercise price of $10.80 per share. The options were
exercisable with respect to 5,000 shares immediately and 5,000 additional shares vested at the beginning of
each calendar month following the date of grant, beginning with August 1, 2005, such that all shares are
now fully vested and exercisable. This resulted in a non-cash accounting charge being recorded as an
expense of which $253,358 was charged to expense in the fourth quarter of fiscal year 2005 with an
offsetting credit to additional paid-in capital, in an amount approximating the fair value of the foregoing
options. As discussed in further detail hereunder, in fiscal 2006 these options were remeasured to reflect a
change in Dr. Pereira’s status within the Company.

On November 15, 2005, the Board of Directors elected Brian J.G. Pereira MD, a director of our
company since July 2004, to serve as our President, and on November 22, 2005 we entered into a three-
year employment agreement with Dr. Pereira. Under the terms of the employment agreement, we agreed
to pay Dr. Pereira an annual salary of $400,000. In addition, Dr. Pereira is eligible to earn an annual bonus
of up to $100,000 per calendar year, beginning January 1, 2006, upon the achievement of certain
performance goals determined by our then Chief Executive Officer. A pro-rata portion of this bonus has
been charged to expense in the accompanying financial statements for fiscal 2006. The employment
agreement also provides Dr. Pereira with a monthly automobile allowance of $1,200. Under the terms of
the employment agreement, Dr. Pereira will receive one month of severance pay for each month of his
employment with the company up to a maximum of twelve months in the event we terminate his
employment without “cause,” as defined in the employment agreement, or he resigns for “good reason,” as
defined in the agreement. The severance periad will begin to decrease on the second anniversary of his
employment so that for every full month of employment during the final year of the agreement, the
~ severance period will be reduced by one month. Therefore, as of the third anniversary of employment, ali
severance payment obligations to Dr. Pereira shall have terminated. We also agreed to provide Dr. Pereira
with a ten-year term life insurance policy in the face amount of $2 million for the benefit of persons
designated by Dr. Pereira. The annual premium for such policy is $5,600.

In connection with his election as President, the Board of Directors also granted Dr. Pereira options
10 purchase 250,000 shares of common stock under the terms of the 2000 Stock Plan at an exercise price of
$9.10, the fair market value of a share of our common stock on the date of grant. The options were
exercisable with respect to 100,000 shares on the date of grant, and the options become exercisable with
respect to an additional 50,000 shares on each of the first, second and third anniversaries of the grant date.
On February 7, 2006, pursuant to the terms of his employment agreement, the Compensation Committee
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of the Bé:ard of Directors granted Dr. Pereira options to purchase an additional 100,000 shares of common
stock under the Amended and Restated 2000 Stock Plan at an exercise price of $19.98, the fair market
value of a share of our common stock on the date of grant. These options become exercisable in equal
annual mstallments over a period of three years from the grant date. On February 7, 2006, the
Compensatlon Committee of the Board of Directors also granted Dr. Pereira 20,000 restricted stock units
pursuant to our Amended and Restated 2000 Stock Plan, whereby Dr. Pereira was granted the right to
acquire up to 20,000 shares of common stock. These restricted stock units vest ratably on an annual basis,

overa fciur year period.

In the event we terminate Dr Perenra s employment without “cause” or Dr. Pereira terminates his
employmenl for “good reason,” all of the foregoing options and restricted stock units will automatically
become exercnsable in full. All of the foregoing options and restricted stock units will also become
lmmedlately exercisable in full upon the consummation of a “change of control,” as defined in
Dr. PCI‘EII‘d s option and restricted stock unit agreements.

On February 7, 2006, the Board of Directors voted to increase the cash and equnty compensation paid
to its non -employee directors. Effective February 7, 2006, each non-employee director will receive a
quarterly retainer of $4,000. A non-employee Director must attend at least 3 of 4 regularly scheduled
meetings during the prior fiscal year to earn the full $4 000 quarterly fee. If a non-employee Director
attends less than 3 of the 4 regularly scheduled meetings in the prior fiscal year, this fee will be reduced for
the current fiscal year by $1,000 for each missed meeting after the first missed meeting. In addition,
members of the Compensation Committee and the Audit Committee of the Board will be paid an
additional fee of $1,000 per meeting of such committees. The Chairperson of each of the Compensation
Committee and the Audit Committee, currently Mark Skaletsky and Sheldon L. Bloch, respectively, will
receive an additional annual retainer fee of $2,000. The Compensation Committee also granted options to
purchase 2,000 shares of common stock to each non-employee director under our Amended and Restated
2000 Stock Plan. These options were fully vested upon grant and had an exercise price of $19.98, the fair
market Yalue of a share of common stock on the date of grant. In addition, the option grant to be made to
non-employee directors in November 2006 was increased from an immediately exercisable option to
purchase 8,000 shares to an immediately exercisable option to purchase 10,000 shares. See Note O,
“Subsequent Events” below.

¥

M. Coﬁsolidated Quarterly Financial Data—Unaudited:

The following table provides quarterly financial data for the fiscal years ended September 30, 2006,
and 2005

i{ Fiscal 2006 Quarters Ended :
; September 30 June 30 March 31 Dec. 31, 2005

Licelilse fees .o $ 216945 § 237851 § 229,026 $ 223,59
Roya:lties ............................... 57,991 132,504 78,767 47,819
ProdUct Sales .......oovoieanr i, 75,898 574,080 405,970 392,940
Total revenues..................oo0he 350,834 044,435 713,763 664,355
Cost "of productsales .................... 9,535 89,735 51,156 122,116
Operatmg EXPEDSES. oot e 10,213,620 8,107,494 6,052,553 4,931,906
Interest INCOMIE v vve it e ienariniaearrnes 560,612 583,909 255,515 174,935
Loss’ on disposal of assets. . ............... 35,231 — — —
Net Ioss ................................ $(9,346,940) $(6,668,885) $(5,134,431) $(4,214,732)
Loss per share—basic and diluted ........... $ (0.78) $ (057 § (0.50) $ (0.43)
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Quarterly loss per share totals differ from annual loss per share total due to dilution and rounding.

Quarterly Financial Data

{(Unaudited)
Fiscal 2005 Quarters Ended

September 30 June 30 March 31 Dec, 31, 2004

Licensefees ................. [ $ 237550 § 234439 § 374439 § 434,439
Royalties............. ... ... ... ... 81,359 75,967 49577 67,000
Productsales ...............c.ooiin.. .. 88,543 92,555 188,475 520,825
Total revenues........................ 407,452 402,961 612,491 1,022,264
Costof productsales .................... 45,884 9,067 54,194 94,935
Operating expenses. . .. ............cooa.. 4,124,810 . 3,747,995 3,963,074 3,539,259
Interestincome ..........coviviiiinnnns, 186,706 100,969 68,942 62,818
N s - $(3,576,536) $(3,253,132) $(3,335,835) $(2,549,112)
Loss per share—basic and diluted ........... $ (036) % (0.38) 3 (042) % (0.32)

Quarterly loss per share totals differ from annual loss per share total due to dilution and rounding.

In the first quarter of fiscal 2006, we adopted SFAS 123R using the modified prospective method.
Accordingly, results for interim periods prior to October 1, 2005 do not include, and have not been revised
to reflect, amounts associated with the requirements of SFAS 123R.

N. Recently Issued and Proposed Accounting Pronouncements:

In November 2004, the Financial Accounting Standards Board, or FASB, issued Statement of
Financial Accounting Standards (SFAS) No. 151 “Iaventory Costs - an amendment of ARB No. 43,
Chapter 4,” or SFAS 151. This pronouncement, which became effective for interim or annual periods
beginning after June 15, 2005, clarifies existing accounting guidance relating to accounting for certain
abnormal costs of production. The adoption of SFAS 151 did not have a material impact on our results of
operations or financial condition.

In November 2005, the FASB issued FASB Staff Position No. FAS 115-1 and FAS 124-1 “The
Meaning of Qther- Than-Temporary Impairment and Its Application to Certain Investments,” effective for
reporting periods beginning December 15, 2005. This pronouncement addresses the determination as to
when an investment is considered impaired, whether that impairment is other than temporary, and the
measurement of an impairment loss. The adoption of the provisions of this pronouncement did not have a
material impact on our financial position or results of operations.

In February 2006, the FASB issued FASB Staff Position No. FAS 123(R)-4 “Classification of Options
and Similar Instruments Issued as Employee Compensation That Allow for Cash Settlement upon the
Occurrence of a Contingent Event,” effective upon the initial adoption of SFAS 123(R). This
pronouncement clarifies existing accounting guidance to require that options or similar instruments be
classified as liabilities if an entity can be required under any circumstance to settle the option or instrument
by transferring cash or other assets. The adoption of the provisions of this pronouncement did not have a
material impact on our financial position or results of operations.

On July 13, 2006, the FASB issued FASB Interpretation No. 48, or FIN 48, entitled, “Accounting for
Uncertainty in Income Taxes - an Interpretation of FASB Statement No. 109”. Concurrently, FASB issued
a FASB staff position, or FSP, relating to income taxes, FSP No. FAS 13-2, “Accounting for a Change or
Projected Change in the Timing of Cash Flows Relating to Income Taxes Generated by a Leveraged Lease
Transaction.” FIN 48 specifically clarifies the accounting for uncertainty in income taxes recognized in
financial statements in accordance with the provisions of FASB 109 “Accounting for Income Taxes”. The
adoption of the provisions of these pronouncements, which become effective for fiscal years ending after
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December 15, 2006, are not expected to have'a material impact on our financial position or resilts of
operations,
I

The"FASB Emerging Issues Task Force, or EITF, issued in March 2006 draft abstract EITF Issue
No. 05- 1““Accoum1ng for the Conversion of an Instrument That Became Convertible upon the Issuer’s
Exercise. of a Call Option”. This Issue applies to the issuance of equity securities to seitle a debt instrument
that is not otherwise currently convertible but becomes convertible upon the issuer’s exercise of a
call Opthl’l

In September 2006, the SEC issued Staff Accounting Bulletin No. 108, or SAB 108, which outlines its
views regardmg the process of quantifying financial staternent misstatements, effective for fiscal years
ending after November 15, 2006. The adoption of the provisions of this pronouncement is not expected to
have a njlaterial impact on our financial position or results of operations.

On;September 29, 2006, the FASB issued FASB No. 158 “Employers’ Accounting for Defined Benefit
Pension'and Other Postretirement Plans -an amendment of FASB Statements No. 87, 88, 106,
and 132(R)”. This Statement requires an employer to recognize the overfunded or underfunded status of a
defined benefit postretirement plan (other than a multiemployer plan) as an asset or habthty in its
statement of financial position and to recognize changes in that funded status in the year in which the
changes oceur through comprehensive income of a business entity. This statement also requires an
employer to measure the funded status of a plan as of the date of its year-end statement of financial
position, with limited exceptions. An employer with publicly traded equity securities is required to initially
recognize the funded status of a defined benefit postretirement plan and to provide the required
disclosu‘fes as of the end of the fiscal year ending after December 15, 2006. The adoption of the provisions
of this pronouncement is not expected to have a material impact on our financial position or results
of operations.

On October 10, 2006 the FASB issued FSP FAS 123R-5, “Amendment of FSP FAS 123R-1,” effective
in the fll['St reporting period begmmng after October 10, 2006. The FSP addresses circumstances whereby a
modification of an instrument in connection with an equity restructuring could be considered a
modlflcatlon for purposes of applying FSP FAS 123(R)-1, “Classification and Measurement of
Freestandmg Financial Instruments Originally Issued in Exchange for Employee Services under FASB
Statement No. 123(R).” The adoption of the provisions of this pronouncement is not expected to have a
materlal impact on our financial position or results of operations.

On October 20, 2006 the FASB issued FSP FAS 123R-6, “Technical Corrections of FASB Statement
No. 123(R) " effective in the first reporting period beginning after October 20, 2006. The FSP issues
clarification of certain disclosure and computation requirements associated with the implementation of
SFAS 123(R) The adoption of the provisions of this pronouncement is not expected to have a material
impact on our financial position or results of operations.

0. Subsequent Events

On November 7, 2006, Brian J.G. Pereira, MD was appointed the Company’s Chief Executive Officer.
Dr. Perelra will continue to serve as the Company’s President.

On November 7, 2006, Jerome Goldstein retired as Chief Executive Officer of the Company and
assumed the role of Executive Chairman, effective immediately. Mr. Goldstein will continue 1o serve as
Treasurer of the Company. In his new role as Executive Chairman, he will be responsible for the effective
performance of the Board of Directors and will continue to work closely with Dr. Pereira, acting in an
advisory capacity to him and other executives. In addition to leading Board activities, Mr. Goldstein will
collaborate with Dr. Pereira on corporate strategy and dlrcctlon and in advancmg both the ferumoxytol
and Combzdex programs.

The respective employment agreements between Mr. Goldstein and Dr. Pereira and the Company will

be amended to reflect their respective revised titles, responsibilities and compensation.
I

J.
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On November 7, 2006, Michae! Narachi and Ron Zwanziger were appointed to serve as members of
the Board of Directors.

For their services as non-employee directors, Messrs. Narachi, Zwanziger, and Scoon received the
standard compensation for a newly elected non-employee director of the Company, as described more fully
below. Accordingly, on November 7, 2006, each of Messts. Narachi and Zwanziger received an option to
purchase $250,000 in value, or 8,801 shares, of the Company’s common stock at an exercise price of $41.16,
the fair market value of a share of the Company’s common stock on the date of grant. On December 1,
2006, Mr. Scoon also received an option to purchase $250,000 in value of the Company’s common stock at
an exercise price equal to the fair market vaiue of a share of the Company’s common stock as of the date
of grant. The foregoing options will vest in four equal annual installments beginning on the date of grant
and have a ten-year term, The actual number of shares granted was determined using a Black-Scholes
option pricing model identical to that used by the Company for purposes of preparing its financial
statements. '

On November 7, 2006, Sheldon L. Bloch, Edward B. Roberts, Ph.ID. and Theodore 1. Steinman, MD,
three current members of the Board of Directors, announced that they will not stand for re-election at the
annual meeting of stockholders of the Company currently scheduled to be held on February 6, 2007. Each
of Drs. Roberts and Steinman and Mr. Bloch advised the Board that the reasons for their decisions were
not the result of any disagreement with the Company. '

On November 7, 2006, the Board of Directors approved, based on the recommendation of the
Company’s Compensation Committee, a revised plan of non-employee director compensation Each non-
employee director will receive an aggregate annual retainer fee of $30,000, payable in four equal quarterly
installments. The members of the Company’s Compensation Committee, other than the Chairperson, will
be paid an aggregate annual retainer fee of $5,000, payable in four equal quarterly installments. The
Chairperson of the Compensation Committee will receive an aggregate annual retainer fee of $10,000, .
payable in four equal quarterly installments. The members of the Company’s Audit Committee, other than
the Chairperson, will be paid an aggregate annual retainer fee of $5,000, payable in four equal quarterly
installments. The Chairperson of the Audit Committee will receive an aggregate annual retainer fee of
$10,000, payable in four equal quarterly installments.

In addition, on the first Tuesday of each November, each non-employee director will be granted an
option to purchase $100,000 in value of shares of the Company’s common stock pursuant to the Company’s
Amended and Restated 2000 Stock Plan. These options will vest in full on the date of grant, have an
exercise price equal to the fair market value of a share of the Company’s common stock as of the date of
grant, and have a ten year term. The actual number of shares granted will be determined using a Black-
Scholes option pricing model identical to that used by the Company for purposes of preparing its financial
statements. In lieu of the foregoing annual grant for the first year of service on the Board, each newly-
elected non-employee director will be granted an option to purchase $250,000 in value of shares of the
Company’s common stock pursuant to the Company’s Amended and Restated 2000 Stock Plan on the date
such director is elected to the Board. These options will vest in four equal annual installments beginning
on the date of grant, have an exercise price equal to the fair market value of a share of the Company’s
common stock as of the date of grant, and have a ten-year term. The actual number of shares granted will
be determined using a Black-Scholes option pricing model identical to that used by the Company for
purposes of preparing its financial statements.

On November 7, 2006, the Company entered into separate indemnification agreements with Joseph L.
Farmer, the Company’s General Counsel and Vice President of Legal Affairs, and Michael N. Avallone,
the Company’s Chief Financial Officer and Vice President of Finance. On the same date, the Company
also entered into separate indemnification agreements with Michael Narachi and Ron Zwanziger, each of
whom joined the Board of Directors of the Company as described above. On December 1, 2006, the
Company entered into an indemnification agreement with Davey Scoon. The indemnification agreements
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are identrcal in all material respects to the Company’s previously-filed Representative Form of
Indemnification Agreement, dated as of August 4, 2004.

On November 7, 2006, the Board of Directors of the Company approved, based on the

recommendatlon of the Company s Compensation Committee, the following:
i
1. A four percent (4%) cost-of-living increase to Mr. Goldstein’s annual base salary for fiscal 2007,

however, effecnve February 6, 2007 Mr. Goldstein’s base salary will be reduced by 25%. Mr. Goldstein was
also gran‘ted options to purchase 50,000 shares of common stock at an exercise price of $41.16, the fair

- market value of a share of the Company’s common stock on the date of grant. Such options have a ten year
term andwest in four equal annual installments beginning on the first anniversary of the date of grant.

2. ‘A four percent (4%) cost-of-living increase to Dr. Pereira’s annual base salary for fiscal 2007.
Dr. Perelra was also granted options to purchase 50,000 shares of common stock at an exercise price of
$41.16, the fair market value of a share of the Company’s common stock on the date of grant. Such options
have a ten year term and vest in four equal annual installments beginning on the first anniversary of the
date of gl':ant

3 lDr Pereira wrll be eligible to receive a bonus of up to seventy-five percent (75%) of his annual
base salary at the discretion of the Company’s Compensation Committee, based on the achievement of set
performqnce goals for the fiscal year ended September 30, 2007. The specific terms of Dr. Pereira’s
performance goals are not being disclosed because they involve confidential commercial and business
infOrmatipn, the disclosure of which would cause competitive harm to the Company,

4. SMr. Farmer’s annual base salary for fiscal year 2007 will increase to $225,000.
5. 'er Avallone’s annual base salary for fiscal year 2007 will increase to $160,000.

6. [|A performance bonus for the fiscal year ending September 30, 2006 to the following executive
officers: |
3

I

Jerome Goldstein ............ Chief Executive Officer, Treasurer and Chairman $100,000
Brian J. G Pereira, MD ....... President $100,000
Joseph Farmer ............... General Counsel and Vice President of Legal Affairs $ 20,559
Michael Avallone ............. Chief Financial Officer and Vice President of Finance $ 15362

(I

All bonuses except the bonus paid to Dr, Percira were discretionary. Dr. Pereira’s bonus award was

alculated based on specific performance goals established by the Company’s Chief Executive Officer
during tlre course of the calendar year 2006, pursuant to Dr. Pereira’s employment agreement.
Dr. Pereira’s potential bonus was recorded as an expense ratably over each of the last three quarters of
fiscal 2006 or $25,000 per quarter. However, it was recently determined by the Board of Directors that
Dr. Perelra s bonus, along with the 2006 bonuses of ail other employees, should be awarded based on
performance during the fiscal year ended September 30, 2006 rather than the calendar year. Consequently,
the remammg $25,000 of Dr. Pereira’s fiscal 2006 bonus amount and all of the fiscal 2006 employee
bonuses wnll be recorded as an expense in the first quarter of fiscal 2007.

On November 29, 2006, we entered into an amendment to our lease agreement with CambridgePark
125 Realty Corporation, for the purpose of securing the rental of additional real property located at
125 CambrldgePark Drive, Cambridge, Massachusetts 02140. The term of the amendment commenced on
November 20, 2006 and continues until February 28, 2009. Under the terms of the amendment, we will pay
CambrldgePark approximately $18,300 per calendar month for the first year of the term, approximately
$19,000 per calendar month for the next year of the term and approximately $19,700 per calendar month
for the remainder of the term of the original lease agreement for the additional real property.

On December 1, 2006, Davey S. Scoon was appointed to serve as a member of the Board of Directors.
Mr. Scoon was also elected Chairman of the Audit Committee of the Board of Directors. For his services
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as a non-employee director and in accordance with the compensation plan applicable to non-employee
directors, Mr. Scoon will be entitled to receive the standard compensation for a newly elected non-
employee director of the Company. Accordingly, on December 1, 2006, Mr. Scoon received an option to
purchase $250,000 in value of our common stock at an exercise price equal to the fair market value of a
share of our common stock on the date of grant. These options will vest in four equal annual instaliments
beginning on the first anniversary of the date of grant and have a ten-year term. The actual number of
shares granted will be determined using a Black-Scholes option pricing model identical to that used by the
Company for purposes of preparing its financial statements. Mr. Scoon will also receive additional
compensation as described above in connection with his service as Chair of the Audit Committee.

Mr. Scoon also entered into an indemnification agreement with the Company. The indemnification
agreement is identical in all material respects to our previously-filed Representative Form of
Indemnification Agreement, dated as of August 4, 2004.

On December 1, 2006, Sheldon L. Bloch, Professor Edward B. Roberts, Ph.D. and Theodore 1.
Steinman, MD, who had previously announced that they would not stand for re-election at our annual
meeting of stockholders, resigned from the Board of Directors effective immediately. Mr. Bloch was the
Chairman of the Audit Committee and a member of the Compensation Committee and Nominating
Committee, Dr. Roberts was a member of the Audit Committee and the Nominating Committee.

Dr. Steinman was a member of the Nominating Committee. Drs. Roberts and Steinman and Mr. Bloch
advised the Board of Directors that the reasons for their decisions were not the result of any disagreement
with the Company.

Our Board of Directors is now fixed at seven members. The current members of the Board include
Jerome Goldstein (Executive Chairman), Brian J.G. Pereira, MD (Chief Executive Officer and President),
Michael D. Loberg, Michael Narachi, Davey S. Scoon, Mark Skaletsky, and Ron Zwanziger.

On December 1, 2006, the Board of Directors also reconstituted the membership of its Audit and
Compensation Committees. Effective immediately, the Audit Committee will be comprised of Davey S.
Scoon (Chair), Michae! D. Loberg, and Mark Skaletsky, and the Compensation Committee will be
comprised of Mark Skaletsky (Chair), Michael Narachi and Ron Zwanziger.

On December 1, 2006, we hired Timothy G. Healey as our Senior Vice President of Commercial
Operations. Mr. Healey will be responsible for developing and executing the sales and marketing strategy
for all of our products and product candidates.

ITEM 9. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND
FINANCIAL DISCLOSURE:

None.

ITEM 9A, CONTROLS AND PROCEDURES:
Managements’ Evaluation of our Disclosure Controls and Procedures

Our principal executive officer and principal financial officer, and principal accounting officer, after
evaluating the effectiveness of our “disclosure controls and procedures” (as defined in Exchange Act
Rule 13a-15(¢), or Rule 15d-15(e), with the participation of our management, has concluded that, as of the
end of the period covered by this Annual Report on Form 10-K, our disclosure controls and procedures
are effective and are designed to ensure that information we are required to disclose in the reports that we
file or submit under the Exchange Act is accumulated and communicated to management, including our
principal executive officer and principal financial officer, and principal accounting officer, as appropriate
to allow timely decisions regarding required disclosure, and is recorded, processed, summarized and
reported within the time periods specified in the SEC’s rules and forms. It should be noted that any system
of controls is designed to provide reasonable, but not absolute, assurances that the system will achieve its
stated goals under all reasonably foreseeable circumstances. Our principal executive officer and principal
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f1nanc1al officer, and principal accounting officer, have concluded that our disclosure controls and
procedures are effective at a level that provides such reasonable assurances.

!
Management’s Annual Report on Internal Control Over Financial Reporting

The report of our management, on both management’s responsibility for financial statements and
management s annual report on internal control over financial reporting, is contained in Part II, Item 8
“Financial Statements and Supplementary Data” which begins on page 51 of this Annual Report on
Form 1Q—K to the Securities and Exchange Commission for the fiscal year ended September 30, 2006.

i}
|

Change’s in Internal Control Over Financial Reporting

There were no changes in our internal control over financial reporting that occurred during the fourth
quarter,of the fiscal year ended September 30, 2006 that materially affected, or are reasonably likely to
materially affect, our internal control over financial reporting.

i
ITEM 9;B. OTHER INFORMATION:

| :
Entry in'to Lease Amendment

On November 29, 2006, we entered into an amendment to our lease agreement with CambridgePark
125 Realty Corporation, for the purpose of securing the rental of additional real property located at
125 CambndgePark Drive, Cambridge, Massachusetts 02140. The term of the amendment commenced on
November 20, 2006 and continues until February 28, 2009. Under the terms of the amendment, we will pay
CambrldgePark approximately $18,300 per calendar month for the first year of the term, approximately
$19, 000 per calendar month for the next year of the term and approximately $19,700 per calendar month
for lhefl‘remainder of the term of the original lease agreement for the additional real property.

Tl;i:e amendment is filed as Exhibit 10.40 to this report and is incorporated by reference herein.
r .

i i
Appoimmem of Director

On December 1, 2006, Davey S. Scoan was appointed to serve as a member of the Board of Directors.
Mr. Sc!oon was also elected Chairman of the Audit Committee of the Board of Directors.

Mr. Scoon serves as non-executive Chairman of the Board of Directors of Tufis Health Plan, where he -

has been a director since 1981, and serves as a member of the Board of Directors of Nitromed, Inc. and as
Chdlrman of the Board of Trustees of Allianz Mutual Funds. He also serves as an Adjunct Assistant
Professor at Tufts University School of Medicine. From 2003 to 2005, Mr. Scoon was Chief Administrative
and Fmdnual Officer of Tom’s of Maine, a company that manufactures natural care products. From 2001
to 2003 Mr. Scoon served as Chief Financial and Administrative Officer for Sun Life Financial U.S. and
from 1999 to 2001, Mr. Scoon served as Vice President and Chief Financial Officer for Sun Life

Financial U.S. From 1985 to 1999, Mr. Scoon was employed by Liberty Funds Group of Boston (formerly
Colonial Management) as Executive Vice President and Chief Operating Officer. Mr. Scoon holds a B.A,
from tfle University of Wisconsin and an M.B.A. from the Harvard Business School.
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For his services as a non-employee director and in accordance with the compensation plan applicable
to non-employee directors, Mr. Scoon will be entitled to receive the standard compensation for a newly
elected non-employee director of the Company. Accordingly, on December 1, 2006, Mr. Scoon received an
option to purchase $250,000 in value of our common stock at an exercise price equal to the fair market
value of a share of our common stock on the date of grant. These options will vest in four equal annual
installments beginning on the first anniversary of the date of grant and have a ten-year term. The actual
number of shares granted will be determined using a Black-Scholes option pricing model identical to that
used by us for purposes of preparing our financial statements. Mr. Scoon will also receive additional
compensation in connection with his service as Chair of the Audit Committee.

Mr. Scoon also entered into an indemnification agreement with the Company. The indemnification
agreement is identical in all material respects to our previously-filed Representative Form of
Indemnification Agreement, dated as of August 4, 2004.

Departure of Directors

On December 1, 2006, Sheldon L. Bloch, Professor Edward B. Roberts, Ph.D. and Theodore 1.
Steinman, MD, three current members of the Board of Directors, who had previously announced that they
will not stand for re-election at our annual meeting of stockholders, resigned from the Board of Directors
effective immediately. Mr. Bloch was the Chairman of the Audit Committee and a member of the
Compensation Committee and Nominating Committee. Dr. Roberts was a member of the Audit
Committee and the Nominating Committee. Dr. Steinman was a member of the Nominating Committee.
Drs. Roberts and Steinman and Mr. Bloch advised the Board of Directors that the reasons for their
decisions were not the result of any disagreement with the Company. '

Our Board of Di}ectors is now fixed at seven members. The current members of the Board include
Jerome Goldstein (Executive Chairman), Brian J.G. Pereira, MD (Chief Executive Officer and President),
Michael D. Loberg, Michael Narachi, Davey S. Scoon, Mark Skaletsky, and Ron Zwanziger.

Qur Board of Directors is now fixed at seven members. The current members of the Board include
Jerome Goldstein (Executive Chairman), Brian J.G. Pereira, MD (Chief Executive Oificer and President),
Michael D. Loberg, Michael Narachi, Davey S. Scoon, Mark Skaletsky, and Ron Zwanziger.

On December 1, 2006, the Board of Directors also reconstituted the membership of its Audit and
Compensation Committees. Effective immediately, the Audit Committee will be comprised of Davey S.
_“Scoon (Chair), Michael D. Loberg, and Mark Skaletsky, and the Compensation Committee will be
comprised of Mark Skaletsky (Chair), Michael Narachi and Ron Zwanziger.
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|
'; PART III
1t
ITEM 1¢. DIRECTORS AND EXECUTIVE OFFICERS OF THE REGISTRANT:
I .

Exc_;:ept as stated below, the information required under this item is incorporated herein by reference
to our definitive proxy statement pursuant to Regulation 14A, to be filed with the SEC not later than 120
days after the close of our fiscal year ended September 30, 2006. The information required by this item
with respect to our executive officers can be found in Part I hereof, except with respect to
Section'16(a) beneficial ownership reporting compliance of our executive officers, which is incorporated
herein by reference to our definitive proxy statement pursuant to Regulation 14A, to be filed with the SEC
not later than 120 days after the close of our fiscal year ended September 30, 2006.

ITEM ll EXECUTIVE COMPENSATION:

T'he information required under thisitem is incorporated herein by reference to our definitive proxy
statement pursuant to Regulation 14A, to be filed with.the SEC not later than 120 days after the close of

our fi scal year ended September 30, 2006.

ITEM 12 SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT AND
RELATED STOCKHOLDER MATTERS:

Thie information required under this item is incorporated herein by reference to our definitive proxy
statement pursuant to Regulation 14A, to be filed with the SEC not later than 120 days after the close of
our fiscal year ended September 30, 2006.

b

ITEM 13. CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS:
i

The information required under this item is incorporated herein by reference to our definitive proxy
statement pursuant to Regulation 14A, to be filed with the SEC within 120 days after the close of our fiscal

year ended September 30, 2006.

ITEM 14 PRINCIPAL ACCOUNTANT FEES AND SERVICES:

The information required under this item is incorporated herein by reference to our definitive proxy
statement pursuant to Regulation 14A, to be filed with the SEC not later than 120 days after the close of

our fi sca! year ended September 30, 2006.
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PART IV

ITEM 15. EXHIBITS AND FINANCIAL STATEMENT SCHEDULES:

(a) The following documents are filed as part of this Annual Report on Form 10-K:

1.

Exhibit
Number

Financial Statements.
Balance Sheets—September 30, 2006 and 2005
Statements of Operations—for the years ended September 30, 2006, 2005 and 2004

Statements of Comprehensive Loss—for the years ended September 30, 2006, 2005 and
2004

Statements of Stockholders’ Equity—for the years ended September 30, 2006, 2005 and
2004

Statements of Cash Flows—for the years ended September 30, 2006, 2005 and 2004

Reconciliation of Net Loss to Net Cash Used in Operating Actwntles—for the years
ended September 30, 2006, 2005 and 2004

Notes to Financial Statements

Financial Statement Schedules. No financial statement schedules have been submitted
because they are not required, not applicable, or because the information required is included
in the financial statements or the notes thereto.

Exhibit Index.

Description

31,41

32,42

4.3

10.2*

10.4*

10.5*

10.6

Certificate of Incorporation of the Company, as amended (incorporated herein by reference
to Exhibit 3.1 to the Company’s Quarterly Report on Form 10-Q for the fiscal quarter ended
March 31, 2006, File No. 0-14732).

By-Laws of the Company, as amended (incorporated herein by reference to Exhibit 3.2 to
the Company’s Annual Report on Form 10-K for the fiscal year ended September 30, 2000,
File No. 0-14732).

Specimen certificate representing the Company’s Common Stock (incorporated herein by
reference to Exhibit 6 to the Company’s Registration Statement on Form 8-A, Reg.
No. 1-10865). .

1993 Stock Plan, as amended on February 2, 1999 (incorporated herein by reference to
Appendix A to the Company’s definitive proxy statement for the fiscal year ended
September 30, 1998, File No. 0-14732).

2003 Employee Stock Purchase Plan (incorporated herein by reference to Appendix A to the
Company’s definitive proxy statement for the fiscal year ended September 30, 2002, File
No. 0-14732).

Advanced Magnetics, Inc. Amended and Restated 2000 Stock Plan {(incorporated herein by
reference to Appendix A to the Company’s definitive proxy statement for the fiscal year
ended September 30, 2005, File No. 0-14732).

Clinical Testing, Supply and Marketing Agreement between the Company and Guerbet S.A.
dated May 22, 1987 (incorporated herein by reference to the exhibits to the Company’s
Annual Report on Form 10-K for the fiscal year ended September 30, 1987, File

No. 0-14732) (confidential treatment previously granted).
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Exhibit »
Number Description -
10.7 1 Clinical Testing, Supply and Marketing Agreement between the Company and Eiken
b Chemical Co., Ltd. dated August 30, 1988 (incorporated herein by reference to the exhibits
! to the Company’s Annual Report on Form 10-K for the fiscal year ended September 30,

| 1988, File No. 0-14732) (confidential treatment previously granted).

108 Contrast Agent Agreement between the Company and Guerbet S.A. dated September 29,

1989 (incorporated herein by reference to Exhibit 10.9 to the Company’s Annual Report on

) Form 10-K for the fiscal year ended September 30, 1989, File No. 0-14732) (confidential

treatment previously granted).

10.9 IE Amendment to Clinical Testing, Supply and Marketing Agreement between the Company
F and Eiken Chemical Co., Ltd. dated September 29, 1990 (incorporated herein by reference

|"‘ to Exhibit 10.9 to the Company’s Annual Report on Form 10-K for the fiscal year ended

[ September 30, 1990, File No. 0-14732) (confidential treatment previously granted).

10.10 ;[ License, Supply and Marketing Agreement between the Company and Mallinckrodt

5( Medical, Inc. dated June 28, 1990 (incorporated herein by reference to Exhibit 10.10 to the
b Company’s Annual Report on Form 10-K for the fiscal year ended September 30, 1990, File
No. 0-14732) (confidential treatient previously granted). '

Technology License Agreement between the Company and Squibb Diagnostics, dated
February 5, 1991 (incorporated herein by reference to Exhibit 10.14 to the Company’s
Annual Report on Form 10-K for the fiscal year ended September 30, 1991, File

i No. 0-14732) (confidential treatment previously granted).

10.12 h Agreement of Amendment to Clinical Testing, Supply arid Marketing Agreement between

i the Company and Guerbet, S.A., dated August 13, 1990 (incorporated herein by reference to
! Exhibit 10.19 to the Company’s Annual Report on Form 10-K for the fiscal year ended
September 30, 1991, File No. 0-14732).

10.13 ﬁ Termination Agreement dated August 30, 1994 between the Company and Brislol-Myers‘
! Squibb Co. (incorporated herein by reference to Exhibit 10.26 to the Company’s Annual
Report on Form 10-K, for the fiscal year ended September 30, 1994, File No. 0-14732).

10.14 & License and Marketing Agreemient between the Company and Berlex Laboratories, Inc,
i dated as of February 1, 1995 (incorporated herein by reference to Exhibit 10.1 to the

hl Company’s Quarterly Report on Form 10-Q, as amended, for the fiscal quarter ended

‘ December 31, 1994, File No. 0-14732) (confidential treatment previously granted).

1015 4 Supply Agreement between the Company and Berlex Laboratories, Inc. dated as of

f February 1, 1995 (incorporated herein by reference to Exhibit 10.2 to the Company’s
E Quarterly Report on Form 10-Q, as amended, for the fiscal quarter ended December 31,

1994, File No. 0-14732) (confidential treatment previously granted).
! License and Marketing Agreement between the Company and Cytogen Corporation dated
August 25, 2000 (incorporated herein by reference to Exhibit 10.19 to the Company’s Annual
: Report on Form 10-K for the fiscal year ended September 30, 2000, File No. 0-14732)
I (confidential treatment previously granted). -
10.17;‘ Supply Agreement between the Company and Cytogen Corporation dated August 25, 2000
J (incorporated herein by reference to Exhibit 10.20 to the Company’s Annual Report on
] Form 10-K for the fiscal year ended September 30, 2000, File No. 0-14732) (confidential
; treatment previously granted).
10.18,‘_‘;' Representative Form of Indemnification Agreement dated as of August 9, 2004
'\i (incorporated herein by reference to Exhibit 10.1 to the Company’s Registration Statement
i on Form S-3 (No. 333-119682)).
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Exhibit

Number

Description

10.21*

10.22*

10.23*

10.24*

10.25*

10,26

10,27

10.28*

10.29*

10.30*

10.31*

10.32*

10.33*

10.34*

Specimen of Stock Option Grant in connection with 1993 Stock Plan (incorporated herein by
reference to Exhibit 10.22 to the Company’s Annual Report on Form 10-K for the fiscal year
ended September 30, 2004, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan (employees) -
(incorporated herein by reference to Exhibit 10.23 to the Company’s Annual Report on
Form 10-K for the fiscal year ended September 30, 2004, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan (non-employees)
(incorporated herein by reference to Exhibit 10.24 to the Company’s Annual Report on
Form 10-K for the fiscal year ended September 30, 2004, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan (employees)
(incorporated herein by reference to Exhibit 10.1 to the Company’s Quarterly Report on
Form 10-Q for the fiscal quarter ended March 31, 2005, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan (non-employees)
(incorporated herein by reference to Exhibit 10.2 to the Company’s Quarterly Report on
Form 10-Q for the fiscal quarter ended March 31, 2005, File No. 0-14732).

Securities Purchase Agreement dated as of June 1, 2005, by and among the Company and
each of those persons and entities whose names are set forth on the Schedule of Purchasers
attached thereto as Exhibit A (incorporated herein by reference to Exhibit 10.1 1o the
Company’s Current Report on Form 8-K filed June 1, 2005, File No. 333-119682).

Securities Purchase Agreement dated as of June 2, 2003, by and among Advanced
Magnetics, Inc., a Delaware corporation and each of those persons and entities whose names
are set forth on the Schedule of Purchasers attached thereto as Exhibit A (incorporated
herein by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K filed
June 2, 2005, File No. 333-119682). '

-Consulting Agreement dated as of July 12, 2005, between Advanced Magnetics, Inc. and

Dr. Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.1 to the Company’s
Current Report on Form 8-K filed July 14, 2005, file No. 0-14732).

Employment Agreement dated as of November 22, 2005, between Advanced Magnetics, Inc.
and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.1 to the Company’s
Current Report on Form 8- filed November 22, 2005, file No. 0-14732).

Stock Option Agreement dated as of November 22, 2005, between Advanced Magnetics, Inc.
and Brian 1.G. Pereira (incorporated herein by reference to Exhibit 10.2 to the Company’s
Current Report on Form 8-K filed November 22, 2005, file No. (0-14732),

Stock Option Agreement dated as of November 22, 2005, between Advanced Magnetics, Inc,
and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10,3 to the Company’s
Current Report on Form 8-K filed November 22, 2003, file No. 0-14732).

Stock Option Agreement, dated as of February 7, 2006, between Advanced Magnetics, Inc.
and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.2 to the Company’s
Current Report on Form 8-K filed February 13, 20006, file No. 0-14732).

Restricted Stock Unit Agreement, dated as of February 7, 2006, by and between Advanced
Magnetics, Inc. and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.3 to
the Company’s Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).

Form of Restricted Stock Unit Agreement in connection with the Company’s Amended and
Restated 2000 Stock Plan (incorporated herein by reference to Exhibit 10.4 to the
Company’s Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).
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Exhibit

Number : Description

10.35* , Summary of the Advanced Magnetics, Inc. Change of Control Policy applicable to executive

officers (incorporated herein by reference to Exhibit 10.5 to the Company’s Current Report
on Form 8-K filed February 13, 2006, file No. 0-14732).

10.36* * Employment Agreement, dated as of February 7, 2006, between Advanced Magnetlcs Inc.

5 and Jerome Goldstein (incorporated herein by reference to Exhibit 10.6 to the Company’s
! Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).

10.37* |  Employment Agreement, dated as of February 7, 2006, between Advanced Magnetics, Inc.

i and Joseph L. Farmer (incorporated herein by reference to Exhibit 10.7 to the Company’s
¢ Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).

1038% Summary of the Advanced Magnetics, Inc. Director Compensation (incorporated herein by

1039

reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K filed November 13,
2006, file No. 0-14732).

Lease Agreement, dated as of February 28, 2006, by and between Advanced Magnetics, Inc.
and CambridgePark 125 Realty Corporation, (incorporated herein by reference to

Exhibit 10.1 to the Company’s Current Report on Form 8-K filed March 3, 2006, file

i No.0-14732).

10.40++! First Amendment to Lease, dated as of November 29, 2006, by and between Advanced

Magnetics, Inc. and CambridgePark 125 Realty Corporation.

1041 | Purchase Agreement, dated as of March 6, 2006, by and between Advanced Magnetics, Inc.

. and ThinkEquity Partners LLC as Representative of the several Underwriters named in
| Schedule I thereto (incorporated herein by reference to Exhibit 10.1 to the Company’s
i Current Report on Form 8-K filed March 7, 2006, file No. 0-14732).

£
23.1++;  Consent of PricewaterhouseCoopers LLP, Independent Registered Public Accounting Firm.
31.1++: Certification Pursuant to Rule 13a-14(a)/15d-14(a) of the Exchange Act, as Adopted

Pursuant to Section 302 of the Sarbanes-Oxley Act of 2002,

3.2+ +1 Certification Pursuant to Rule 13a-14(a)/15d-14(a) of the Exchange Act, as Adopted

! Pursuant to Section 302 of the Sarbanes-Oxley Act of 2002.

321+ + Certification Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the

Sarbanes-Oxley Act of 2002.

Sarbanes-Oxley Act of 2002.

f
322+ +§”; Certification Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the
1

++ Exh‘i!bits marked with a double plus sign (“+ +7) are filed herewith.

*

(b)

(c)

EXhlbl[S marked with a single asterisk reference management contracts, compensatory plans or
arrangements filed in response to Item 15(a)(3) of the instructions to Form 10-K.

i
Thelother exhibits listed have previously been filed with the SEC and are incorporated herein by
reference, as indicated.
Ethbits. We hereby file or furnish as exhibits, as the case may be, to this Form 10-K those exhibits
listed in Part IV, Item 15(a)(3) above.

Hl

! . . .
Fménc:a[ Statement Schedules. No financial statement schedules have been submitted because they are
not, requnred not applicable, or because the mformatlon required is included in the financial
statements or the notes thereto.

|

[1]
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SIGNATURES

Pursuant to the requirements of Section 13 or 15(d) of the Securities Exchange Act of 1934, the
registrant has duly caused this report to be signed on its behalf by the undersigned, thereunto duly
authorized,

ADVANCED MAGNETICS, INC,

By: /s{ BRIAN J.G. PEREIRA

Brian J.G. Pereira,
Chief Executive Officer,
President and Director

Date: December 1, 2006

Pursuant to the requirements of the Securitics Exchange Act of 1934, this report has been signed
below by the following persons on behalf of the registrant and in the capacities and on the dates indicated.

Name Title Date
/s/ BRIAN J. G. PEREIRA Chief Executive Officer, President December 1, 2006
Brian J. G. Pereira, MD and Director (principal executive officer)
/s/ JEROME GOLDSTEIN Executive Chairman December 1, 2006
Jerome Goldstein and Treasurer
/s{ MICHAEL N. AVALLONE Vice President—Finance and December 1, 2006
Michael N. Avallone Chief Financial Officer .

(principal financial and accounting officer)

/s/ SHELDON L. BLOCH Director December 1, 2006
Sheldon L. Bloch

/s/ MICHAEL D. LOBERG Director ’ December 1, 2006
Dr. Michael D. Loberg

/s/ EDWARD B. ROBERTS .  Director December 1, 2006
Dr. Edward B. Roberts )

/s/ MARK SKALETSKY Director December 1, 2006
Mark Skaletsky ’
' /s/ THEODORE I. STEINMAN Director December 1, 2006

Theodore 1. Steinman, MD

- /s MICHAEL NARACHI Director December 1, 2006
Michael Narachi ) -

/s RON ZWANZIGER Director December 1, 2006
Ron Zwanziger

/s/ DAVEY §. SCOON Director December 1, 2006
Davey 8. Scoon
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Exhibit
Number

EXHIBIT INDEX

Description

3.1,4.1

32,42

4.3

10.2*

104% |

10.5*

10.6

10.7 3

10.8

10.9

10.10

10.11

10,12

Certificate of Incorporation of the Company, as amended (incorporated herein by reference
to Exhibit 3.1 to the Company’s Quarterly Report on Form 10-Q for the fiscal quarter ended
March 31, 2006, File No. 0-14732).
By-Laws of the Company, as amended (incorporated herein by reference to Exhibit 3.2 to the
Company’s Annual Report on Form 10-K for the fiscal year ended September 30, 2000,
File No. 0-14732). |
Specimen certificate representing the Cbmpany’s Common Stock (incorporated herein by
reference to Exhibit 6 to the Company’s Registration Statement on Form 8-A,
Reg. No. 1-10865).
1993 Stock Plan, as amended on February 2, 1999 (incorporated herein by reference to
Appendix A to the Company’s definitive proxy statement for the fiscal year ended
September 30, 1998, File No. 0-14732).
2003 Employee Stock Purchase Plan (incorporated herein by reference to Appendix A to the
Company’s definitive proxy statement for the fiscal year ended September 30, 2002,
File No. 0-14732).
Advanced Magnetics, Inc. Amended and Restated 2000 Stock Plan (incorporated herein by
reference to Appendix A to the Company’s definitive proxy statement for the fiscal year ended
September 30, 2005, File No. 0-14732).
Clinical Testing, Supply and Marketing Agreement between the Company and Guerbet S.A.
dated May 22, 1987 (incorporated herein by reference to the exhibits to the Company’s
Annual Report on Form 10-K for the fiscal year ended September 30, 1987, File No. 0-14732)
{confidential treatment previously granted). ‘
Clinical Testing, Supply and Marketing Agreement between the Company and Eiken
Chemical Co., Ltd. dated August 30, 1988 (incorporated herein by reference to the exhibits to
the Company’s Annual Report on Form 10-K for the fiscal year ended September 30, 1988,
File No. 0-14732) (confidential treatment previously granted). )
Contrast Agent Agreement between the Company and Guerbet S.A. dated September 29,
1989 (incorporated herein by reference to Exhibit 10.9 to the Company’s Annual Report on
Form 10-K for the fiscal year ended September 30, 1989, File No. 0-14732) (confidential
treatment previously granted).
Amendment to Clinical Testing, Supply and Marketing Agreement between the Company and
Eiken Chemical Co., Ltd. dated September 29, 1990 (incorporated herein by reference to
Exhibit 10.9 to the Company’s Annual Report on Form 10-K for the fiscal year ended
September 30, 1990, File No. 0-14732) (confidential treatmeént previously granted).
License, Supply and Marketing Agreement between the Company and Mallinckrodt
Medical, Inc. dated June 28, 1990 (incorporated herein by reference to Exhibit 10.10 to the
Company’s Annual Report on Form 10-K for the fiscal year ended September 30, 1990,
File No. 0-14732) (confidential treatment previously granted). )
Technology License Agreement between the Company and Squibb Diagnostics, dated -
February 5, 1991 (incorporated herein by reference to Exhibit 10.14 to the Company’s Annual
Report on Form 10-K for the fiscal year ended September 30, 1991, File No. 0-14732)
(confidential treatment previously granted).
Agreement of Amendment to Clinical Testing, Supply and Marketing Agreement between the
Company and Guerbet, S.A., dated August 13, 1990 (incorporated herein by reference to
Exhibit 10.19 to the Company’s Annual Report on Form 10-K for the fiscal year ended
September 30, 1991, File No, 0-14732). )
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Exhibit
Number

Description

10.13

10.14

10.15

10.16

10.17

10.18*
10.21*
10.22*
10.23*
10.24*
10.25*

10.26

10.27

Termination Agreement dated August 30, 1994 between the Company and Bristol-Myers
Squibb Co. (incorporated herein by reference to Exhibit 10.26 to the Company’s Annual
Report on Form 10-K, for the fiscal year ended September 30, 1994, File No. 0-14732).
License and Marketing Agreement between the Company and Berlex Laboratories, Inc. dated
as of February 1, 1995 (incorporated herein by reference to Exhibit 10.1 to the Company’s
Quarterly Report on Form 10-Q, as amended, for the fiscal quarter ended December 31, 1994,
File No. 0-14732) (confidential treatment previously granted).

Supply Agreement between the Company and Berlex Laboratories, Inc. dated as of

February 1, 1995 (incorporated herein by reference to Exhibit 10.2 to the Company’s
Quarterly Report on Form 10-Q, as amended, for the fiscal quarter ended December 31, 1994,
File No. 0-14732) {confidential treatment previously granted). '
License and Marketing Agreement between the Company and Cytogen Corporation dated
August 25, 2000 (incorporated herein by reference to Exhibit 10.19 to the Company’s Annual
Report on Form 10-K for the fiscal year ended September 30, 2000, File No. 0-14732)
(confidential treatment previously granted). '

Supply Agreement between the Company and Cytogen Corporation dated August 25, 2000
{(incorporated herein by reference to Exhibit 10.20 to the Company’s Annual Report on

-Form 10-K for the fiscal year ended September 30, 2000, File No. 0-14732) (confidential

treatment previously granted).

Representative Form of Indemnification Agreement dated as of August 9, 2004 (incorporated
herein by reference to Exhibit 10.1 to the Company’s Registration Statement on Form S-3
(No. 333-119682)).

Specimen of Stock Option Grant in connection with 1993 Stock Plan (incorporated herein by
reference to Exhibit 10.22 to the Company’s Annual Report on Form 10-K for the fiscal year
ended September 30, 2004, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan {employees)
{incorporated herein by reference to Exhibit 10.23 to the Company’s Annual Report on
Form 10-K for the fiscal year ended September 30, 2004, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan (non-employees)
(incorporated herein by reference to Exhibit 10.24 to the Company’s Annual Report on
Form 10-K for the fiscal year ended September 30, 2004, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan {employees)
(incorporated herein by reference to Exhibit 10.1 to the Company’s Quarterly Report on
Form 10-Q for the fiscal quarter ended March 31, 2005, File No. 0-14732).

Specimen of Stock Option Grant in connection with 2000 Stock Plan (non-employees)
(incorporated herein by reference to Exhibit 10.2 to the Company’s Quarterly chort on
Form 10-Q for the fiscal quarter ended March 31, 2005, File No. 0-14732).

Securities Purchase Agreement dated as of June 1, 2005, by and among the Company and
each of those persons and entities whose names are set forth on the Schedule of Purchasers
attached thereto as Exhibit A (incorporated herein by reference to Exhibit 10.1 to the
Company’s Current Report on Form 8-K filed June 1, 2005, File No. 333-119682).

Securities Purchase Agreement dated as of June 2, 2005, by and émong Advanced

Magnetics, Inc., a Delaware corporation and each of those persons and entities whose names
are set forth on the Schedule of Purchasers attached thereto as Exhibit A (incorporated herein
by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K filed June 2, 2005,
File No. 333-119682).
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Number ;.

Description
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10.28* - |
10.29* |
10.30* |
1031* i
10.32% |

10.33* ¢

10. 40-F'+

10.41 j‘t

Consulting Agreement dated as of July 12, 2005, between Advanced Magnetics, Inc. and
Dr. Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.1.to the Company’s
Current Report on Form 8-K filed July 14, 2005, file No. 0-14732).
Employment Agreement dated as of November 22, 2005, between Advanced Magnetics, Inc
and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.1 to the Company’s
Current Report on Form 8-K filed November 22, 2005, file No. 0-14732).
Stock Option Agreement dated as of November 22, 2005, between Advanced Magnetics, Inc.
and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.2 to the Company 5
Current Report on Form 8-K filed November 22, 2003, file No. 0-14732).
Stock Option Agreement dated as of November 22, 20035, between Advanced Magnetics, Inc.
and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.3 to the Company’s
Current Report on Form 8-K filed November 22, 2005, file No. 0-14732).
Stock Option Agreement, dated as of February 7, 2006, between Advanced Magnetics, Inc.
and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.2 to the Company’s
Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).
Restricted Stock Unit Agreement, dated as of February 7, 2006, by and between Advanced
Magnetics, Inc. and Brian J.G. Pereira (incorporated herein by reference to Exhibit 10.3 to the
Company’s Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).
Form of Restricted Stock Unit Agreement in connection with the Company’s Amended and
Restated 2000 Stock Plan (incorporated herein by reference to Exhibit 10.4 to the Company’s
Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).
Summary of the Advanced Magnetics, Inc. Change of Control Policy applicable to executive
officers (incorporated herein by reference to Exhibit 10.5 to the Company’s Current Report
on Form 8-K filed February 13, 2006, file No. 0-14732).
Employment Agreement, dated as of February 7, 2006, between Advanced Magnetics, Inc.
and Jerome Goldstein (incorporated herein by reference to Exhibit 10.6 to the Company’s
Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).
Employment Agreement, dated as of February 7, 2006, between Advanced Magnetics, Inc.
and Joseph L. Farmer (incorporated herein by reference to Exhibit 10.7 to the Company’s
Current Report on Form 8-K filed February 13, 2006, file No. 0-14732).
Summary of the Advanced Magnetics, Inc. Director Compensation (incorporated herein by
reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K filed November 13,
2006, file No. 0-14732).
Lease Agreement, dated as of February 28, 2006, by and between Advanced Magnetics, Inc.
and CambridgePark 125 Realty Corporation, (incorporated herein by reference to
Exhibit 10.1 to the Company’s Current Report on Form 8-K filed March 3, 2006, file
No. 0-14732).
First Amendment to Lease, dated as of November 29, 2006, by and between Advanced
Magnetics, Inc. and CambridgePark 125 Realty Corporation.
Purchase Agreement, dated as of March 6, 2006, by and between Advanced Magnetics, Inc.
and ThinkEquity Partners LLC as Representative of the several Underwriters named in
Schedule I thereto (incorporated herein by reference to Exhibit 10.1 to the Company’s
Current Report on Form 8-K filed March 7, 2006, file No. 0-14732). '

Consent of PricewaterhouseCoopers LLP, Independent Registered Public Accounting Firm.

Certification Pursuant to Rule 13a-14{a)/15d-14(a) of the Exchange Act, as Adapted Pursuant

to Section 302 of the Sarbanes-Oxley Act of 2002.

Certification Pursuant to Rule 13a-14(a)/15d-14(a) of the Exchange Act, as Adopted Pursuant

to Section 302 of the Sarbanes-Oxley Act of 2002.
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Exhibit
Number Description

32.1++4+  Certification Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the
Sarbanes-Oxley Act of 2002. _

32.2++  Certification Pursuant to 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the
Sarbanes-Oxley Act of 2002.

++ Exhibits marked with a double plus sign (“++”) are filed herewith.

*  Exhibits marked with a single asterisk reference management contracts, compensatory plans or
arrangements, filed in response to Item 15(a)(3) of the instructions to Form 10-K.

The other exhibits listed have previously been filed with the SEC and are incorporated herein by
" reference, as indicated.
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Feridex LV., Feridex and Combidex are registered trademarks of Advanced Magnetics, Inc.
GastroMARK is a registered trademark of Mallinckrodt Inc.
Endorem, Lumirem and Sinerem are trademarks of Guerbet SAA. and are registered in France and other jurisdictions.
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As a part of Advanced Magnetics' commitment to the environment, this Annual Report is printed on recycled paper.

Anpual Report on Form 10-K

Additional copies of this Annual Report including our Annual Report an Form 10-K, as well as copies of the
exhibits to our Annual Report on Form 10-K, are available without cost. Please e-mail us at
contactus @advancedmagnetics.com or write to: :

Investor Relations, Advanced Magnetics, Inc.,
125 CambridgePark Drive, 6th Floor, Cambridge, Massachusetts 02140
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